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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Washington, D.C. 20460 

OITICE Ol· 
PREVENilON. 1'1 ~\(It i Pt :~ 

:\ND TOXIC Sl IllS rAN('ES 

March 1, 2006 

Dolana Blount, 
Regulatory Director 
ETIH20 
1725 Gillespie Way 
El Cajon. CA 92020 

Subject: A.xen 30 
EPA Registration No. 72977-3 
Application Date: February 10, 2006 
Receipt Date: February 14. 2006 

Dear Ms. Blount: 

This acknowledges receipt of your notification. submitted under the provision of PR Notice 
98-10, FIFRA section 3(c) 9. 

Based on a review of the material submitted. the following comments apply: 

The notification application is not acceptable for the following reasons: 

1. Delete all label claims stating that this product provide residual activity against bacteria 
up to 24 hours after initial applications. Refer to Subdivision G. §91-2 (m). 

2. The paragraph under the heading ~General Information~ must appear with sufficient 
prominence relative to other text and graphic (chart} material to assure that the 
instructions will not be overlooked under customary conditions of purchase and use. 

3. On page 2 first paragraph, add asterisks or numbers to the word qbacteria and fungus" 
to correspond with the names of the bacteria and fungus listed in the chart. 

Should you have any questions or comments concerning this letter, please contact me by 
telephone at 703-308-6422, email at heyward.adam@epa.gov or Killian Swift by telephone at 
703-308-6346 or email at swift.killian@epa.gov. 

Adam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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I r·hru.u y 10, 20(H.> 

D!KIIIll('f11 Prot •··~~m~ l)r"•k \NO I ll· t 
Otiii'P oi Pt·~ ltl'idt' Progr.un ... r7 :i040 
U 5. bwi r<>nnwnt,d l)l'()tt•< lion Agt'nt y 
Room 266:\, Cry ... t • .! M,dl !. 
1921 kitt•r<.on J),Jvi .:. Highw,w 
:\rlington. V:\ 2 2202·-l'iO I 

Atlt•ntinn . . \d.un llt>yw.rrd 

:;.llhjl't t: AxenJO, cPA Reg. No. : 72977-3 
Notifk,ltion of other labeling revi~ions per PR Nolie<> 98-10 

I. Cl.tntl< .ttion o t option lo in< l ud~· 01 d~·I!•!P tlw ~•gn, 1 l word "Cr\l 1l!ON" 1<11 thi' C ttt-•gor\· I\' 
di, lltlPct,mt. tR1•iC>r~•u f•: I ;,bt>l RE>Vl<'W 1\ \.uH1.1I . .J"' Edi tion. Ch. 7, ~w< t1on I! I,:\. I .md IJI.A,!• 

2. llw tollowing optton.iiiiMfk .. hng pl11,.._,., n•l.ttPd to 1 urH•1Hiy .IJ>JII' Iv!'d org •• ni~lll < l •• int­
ho~v•· l wr·n add ... d : 
• Kill , ,'\IR<;A " Kill' Ill\' 

• Kd l, o\11•th1Cdlm R~i,t.ull St.1plt • Kill ' 1-J, ·qH'o.. ')ullplr"\ V in1' 

• "'"'' M t>thi< ill in J{, ...... ~ (.tt)l Stc~phvlot ()( (II' oll lrt'll' • Kill' lit tluPnZ.I A Viru, 

• 1\il f, VRI o Krf l, Khinovrru ' 

o 1\ i J( , V ,tnoco•ny< i n-rt''t'l.utl l.n!Prot o<Tt , ... o Kill~ l'olro V1ru' I vp<· 

• I\ ill' V.tn<omynn rt"i<.t,mt t= ntPro< tH < \1' f.wnum 

l. l'h t' following option.tl gt>twr.ll mt~rl..t'll ll~( l'ltr,t'P' h.tvt' h.-.. n o~ddt>d : 

• Silvt•r fonnu:.l 

• Povwrt>rl h\' .\xt>nohl v\ wnohl. 7 2'177 I. i' tlw MUI' di lut<•d to m,d,(· :\wn W• 

• Powt'n•d b\' SOC 2400 rSDC 2400 c .... tn .lhPrtloih' br.mrf n.,m<· or '''I'IIOhl• 
o Powprpd b y [Alterlldll' IIJ ,IIIri rldlltt•l d "' il•I~Hf:' .ulclituHt.d ln.tnd llc llliP' oi th r• M l IPr 
.. I or d.uly ~,....., 

• t '"·lor o1 !fn·,ftl (IH:.,IIhi<'rJ!h•HtH·)fl'nvilorrnWill} {k111 lwnj (.m•.•l 
0 r.rh:•ll lt>d lonnttl.t 

ll11' 'llhtlli '"on" ,,· iul l c n•nl'li.uH <' Wll ilt iH• nolrlr, .1t 1nn prqr·•·tlt<r,., .1' «lt·triiiH·d in PR N<•tl< •· •m I () 

:\ ... n•q•Hrr·•d IJ\' PR Nolin• qR.tO ior notili(,l\ron til ollrr •1 l.lh, •lin~ IP\'"iol'' . ••ncln•.ed tllr'. r" ' tin rl tlw 
lollnwing: 

I . Appl ir .ttion I ormtfl 'i70 -1 ). including 1111·' PR Notit t' <)fj I (J <"ertili< .til! H) ,l,llt•rnr •tll 

' O•w ('Opy ot lltt• produt I l,tll<'ltng w •lh <'. lf'h ot tl w < ll.i ll!!'~' higltlighr<>c l. 
•• •• • 0 

f'l ,•,ht' !'onto~• 1 nw it vou h,lvt> .rny q~w,tion ... ,tl1out llw t- ll r lo" •d rl<•!ll>. l'l t'd<f' i,,, .1 • npy ' l':ii ~~~ 
;\)~('II< y· ~ .t( < t'Jll.nH t• ot thi' nntsli< .~tion to<> I <J. )<)f>·tl7')0. : • •• • 

•••••• 
• • 0 

• • 
•••••• • • •• 
••••• . . 
••••• 

0 

• • •••••• • 
•••• • •••• 
• 

•••• • • •••• 
• ••• • • • •• • 
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Axen® 30 
Dis infectant, Fungicide & Virucide* 

[Disinfects and Deodorizes] 
[Restaurants] • [Hospitals] • [Schools] • [Homes] • [Offices] 

Mc1nuf,Ktured by [ Tl H 20 
A Division of lnnovativt> MC'd ir,l l Sf'rvin·~ 
1725 Gill£><:pip Wt~y 
fl Cc~jon. CA 92020 
EPA RfG . No. 72977-.1 
EPA ES1. No. 71977-CA·OO I 
Nt:>l VoL }2 oz. 

~stive Ingredient 
Silver' 
Citric Mid 

Other Ingredients 
Total 

0.003% 
4.840"fo 

95. 1$7% 
l OO.OOO"f,, 

•••• 
· EIE"Ctrolytic,dly gener.lted SilvE~r io~ •• • 

•• • 
KEEP OUT OF REACH OF CH!WREf1 • •, • 

(CAUl~ . 
• • • •••••• 

Note: 1 h•~ produn ·~ a C.atego,Y %" ~~ requu1ng a sigl'<~l 
word. The sign.tl wor<.l CAUTION ~Y bt.- used ~G~~~~~ th ... 
r1·~ostr<tnt or ,my ~ub res.:osr ranl \-II:Qf • • • • • • 

NOTE: Bracketed informat ion is optiunal wording fo r product specific r,,hels 

•• ••• • 
•••• • • •••• 
•••• • • • 
•• 0 
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DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odorless broad spectrum antimicrobial 
disinfectant and deodorizer. Proven to kill bacteria, fungus and viruses•, AXENf> 30 Disinfectant, fungicidal & 
Virucidal Spray should be used on non-porous environmental hard surfaces in [homes], [hospitals), [nursing] 
[homes), [medical and dental clinics], [laboratories}, [ambulance and patient transfer vehicles], [funeral homes], 
{hotels], (restaurants), [schools!, [day care facilities}, (offices], [veterinary clinics), (animal shelters], (kennels], 
[exercise facilities], [beauty and barber shops), (subways}, [trains}, (airplanes], [ships], (busses) and [other public 
transportation vehicles], [locker rooms], [kitchens) and {restroomsJ. 

AXEN° 30 Disinfectant. Fungicidal & Virucidal Spray has been formulated to disinfect hard, non-porous 
environmental surfaces (painted, glazed tile, plastic, metal, glass, glazed porcelain) and objects including [walls], 
[floors}. [counters], [sinks], {exterior toilet surfaces], [cabinets], (tubs), [showers], [doorknobs], [lights switch 
covers), (telephones), [appliances), [stove tops), {bed frames], (wheelchairs), [over-bed tables}. [examination 
tables] and {waste containers), [tables}, and [chairs]. 

(This product] can be used in can be used in [homes), {schools), (nurseries), [daycare centers], (playrooms), 
[playground and/or recreational facilities}, (washrooms], (kitchens), [restrooms and/or bathrooms], (school 
buses). 

Use to disinfect the following hard, non-porous surfaces: (children's toys], [toys] (toy box(s)J, [diaper pail(s)J, 
[diaper changing table(s}), (bathroom and/or kitchen counter(s)), (desk(s)], [play table(s)), (computer keyboard), 
(telephone] {doorknob(s)), Uungle gym(sl}, (playhouse(s)J, [child car seat!, {stroller(s)],{crib(s)], [playpen(s)), 
(activity center(s)], {tanning beds]; 

[FAST}, [EASY}, [EFFECTIVE} 
General Information 

AXEN® 30 Disinfectant; Fungicidal & Virucidal Spray successfully killed the following 
organisms under AOAC protocols (In order to ensure that all organisms listed are killed, you 
must use the contact times as directed in the Application Instructions): 

Organism 
t.Pseudomonas aeruginosa 1 

*Staphylococcus aureus 1 

t.Safmonella choleraesuis 1 

*Listeria monoC}f!ogenes 1 

Vancomycin resistant Enterococcus faecium 1 

Methicillin resistant StaQhylococcus aureus 1 

Escherichia. coli 01 57:H7 1 

TrichoQh_yton mentagrophytes (Athlete's Foot Fungus} 
;•HIV type 1- Strain HTLV 1118 1 

•Herpes Simplex Type 1 VR-733 F(l) Strain 2 

•influenza A VR-544 Hong Kong strain 2 

*Rhinovirus R37 VR-11 47, Strain 151-1 2 

*Polio Type 2 VR-1002, Lansing Strain 2 

1 Evaluated in the presence of 5% organic soil. 
2 Evaluated in the presence of 1% organic soil 

Kill Time 
30 seconds 
30 seconds 
30 seconds 
30 seconds 

2 minutes 
2 minutes 
2 minutes 

10 minutes 
30 seconds 

1 minute 
10 minutes 
10 minutes 
10 minutes 

•••••• • • • . . 
•••••• • • •• 
••••• • • ••••• 

NOTE: Bracketed infonnation is optiolli'll wording for product specific labels 

•••• • • •••• 
•• • • • • • •• 

• • •••••• • 
• ••• • • ••• 
• 

•••• • • •••• 
•••• • • • •• • 
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(Fungicidal Activity: AXEN"' 30 Disinfectant, fungicidal & Virucidal Spray i~ effective dgainst Tnchopilylon 
memagrophytes, the Athlct~'s foot fungus, Usc in locker rooms, dressing rooms, shower C~nd bath areas, and 
exernse facilities.} 

(Deodorizes: AXEN''' 30 Disinfectant, Fungicidal & Virucidal Spray r('(iuces <tnnoying odors Cilused by 
b<tcteria. Use to control odors tn hospitals, nursing homes, public re!.troorns, nnimal kennels and barn stalls. In 
priv,Jte hom~. use in the Kitchen, bathroom, sink rooms <~nd basements.] 

APPliCATION INSTRUCTIONS 
Pre-deAn surfaces prior to using this product. 

General Disinfection: 
For generill disiniectton <1nd control of the b.Kten,l P.~cudomonas at•wginosa, Sli!.phylococcus nurcus, 
\almoll£'11a c!Joleraesu,s, l 1steria monocyrogenes, V<~ncomycin Resistant lnrerococcus faecium (VREJ, 
Methici llin Resistant Staphylococcus aureus !MRSAI and fschcuchia coli 0157:H7 the surface must be 
('Omplet£'1y wei with AXEN'~ 30 Disinfectant, Fungicidal & Virucidal Spray for 2 m1nute>. The surface may 
then be w1ped dry with ,) clciln towel. When us£'d as directed, AXEN'), 30'" Disinfectant, Fungicidal & 
Virucidal Spray prov1dC$ protection from Pseudr.mottcls .Jerttgmo~a. Slaphy/()cocc(IS aureus c~nd Salmonellrl 
cltolerc1C$uis up to 24 hou~ <~fter 1nitic~l .applicat ton. 

tJ1 ··-- -- .. ___ -- _ _ __ .. ~-- .... --·-··-""' - ........ - ... ·-- ......... 

Fungus Control: 
For effective control of the fungus Trichophyton mell/agrophyles, the <>urfc1ce must be completely wet with 
AXEN~ .. 30 DisinfeC'I<Jnl, Fungicidal & Virucidal Spray for I 0 minutes. The surface may then be wiped dry 
w•lh ,1 de;m towel. Re-.1pply wh('n cl~aning or when new growth appi'Ms. 

•viral Control: 
To kill Herpes Simplex Tyi-)C l f(l} Strain lnOuenza A V1rus, Hong Kong str.lm, Rhinoviru~ RJ7 Str<~m 151 -1 , 
Polto Virus Type 2 Lansing Stram the surface must be comvletely wet wi th AXEN'' · 30 Disinfectant, Fungicidal 
& Virucidal Spray for 10 mtnutes. The surface may then be wiped dry with,, clean towel 

Kills HIV-1 on pre-<leaned environmental surfaces/objects prl'viously soiled with blood/body fluids in he.11th 
care settings (or other settmgs tn which there is an expected likelihood of soiling of inanimate surfaceslobie<:ts 
wtth blood or body fluids, and 1n which the surf.Keslob,ects likely to be sotled with blood or body fluids can 
be a~sociated with th£' poten1i,1l for transmiss1on of HIV): Instructions for Cleaning and Decontamination 
Against HIV on pre-de,m("rl enviroomental surfaccslohjecls previously >Oiled with blood/body fhuds: Personal 
Protection: When handling items soiled with blood or body flwds, use appropnale bamer protection such a~ 
lat~x gloves, gowns, masks or eye coverings. Cluning Pro<'t'dure: Stood and other body Ouids must be 
thoroughly cledned from surfaces and obi<!Cts beiore appltcauon of this disinfectant. Contact Time: Apply 
AXEN"' 30 Disinfectant, fungicidal & Virucidal Spray to are.1 to be treated. The surfilce must be completely 
wet w1th AXEN ·~ 30 Disinfectant., fungicidal & Virucidal Spr<~y for 30 seconds. The surface may then be 
wiped dry with a dean towel. This contact t im~ will not control all organisms listed on this label. Refer to 
clppliccJtion instructions for other org.1nisms. Disposal of Infectious Materials: Blood and other body fluids 
should be autoclaved and disposed of Jccording to federal, state and lor,1l regulations lor infectious waste 
dispos,ll. 

KEY: The followmg l;mgu .. ge will be pnnted on lhc liibel of products intended to be sold to health faCilities: 

Tim product is not to be used .1s d term1nal sterilantlhigh level disinfect<~nt on any surface or instrument that 
(l) is introduced directly 1nto the human body, either into or tn contact with the human l)ody, ei ther tnto or in 
cont.:.o with th{' bloodstrE'ilm, or norrn.llly stenle c\rE>as of the body, or (21 cont<tcts intilct mucous membranes 
but which <:loes not normally penetrate the blood b<mier or otherwise enter normally stenle areas of the body. 
Thrs product m<1y be used to pre-de~n or decontamin~te critical or semi-<:nltc,JI mcdrcal devices prior.tp. • 
sterilization or h1gh level d1s1nfectron. • ••• • • 

.--------·--------S~T:--::0--=R-A--=G--=E-A-N--=0 DISPOSAL • • • d 
Do not cun!?minate water, food or feed by storage or disposal. • • •• • • : ":•1 
Do not reu se container. Rinse thorollghly before discarding 'tn_t.rash;or ~cling, .j 

•••••• 
IN CASE Of EMERGENCY •• 

•••••• • 
••• 

Hdv~ th.e product container or label with you when ca lling a poison control c~r 'V docM ,• ~r 
going for treatment. You m<~y dlso contact CHEMTREC 1-80().424-9300 for e""""'Mncy medic'::!! 
treatment information. • • • • • 

•••• • • • •• • 
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Additional language for front or back panel 

Kills Staphylococcu~ aureus in 30 seronds' 
Kills Salmonella choleraesuis in 30 seconds' 
Kills Listeria monocyrogenes in 30 <;f>conds' 
Kills Pseudomonas aeruginosa in 30 seconds' 
Kills germs in 30 seconds' 
Ki lis common househo ld germs 
Kil ls common household germs including Salmonella, Staphylococcu s, Listeria, and 
E. coli. 
Kills [Salm onella), [Staphylococcus], [Lis teria}, and [E. coli]. 
Kills- Bacteria, Fungus and Virus* 
No dulling residue 
Disinfect~ without bleaching 
No harsh chemica l smell 
Odorless 
Dis infects household surfaces 
No Mixing Required 
(Kills] [El iminates] MRSA 
[Kills] {Eliminates] Methicill in Resistant Staph 
[Kills) [E liminates] Methicillin Resistant 5£aphylococcus aureus 
[Kills] (Eliminates} VRE 
[Kills} [Eliminates] Vanocomyci n-resistant Enterococcus 
[Kil ls] [Eliminates] Vancomycin resistant Enterococcus faecium 
[Kills] [Eliminates] HIV 
(KillsJ [Eliminates] Herpes Simplex Virus 
[Kills] [Eliminates] Influenza A Virus 
{Kil ls] [Eliminates} Rhinovirus 
[Kills] [Eliminates] Pol io Virus Type 
Silver Formula 
Powered by Axenohl 
Powered by SOC 2400 
Powered by [Axenohl Alternate brand name] 
For daily use 
Patented formu la 
Use for a [fresh] [healthier] [home] (environment] [kitchen] 

KEY: 
* = Refer to viruses 
* = Refer to organisms controlled with 30 second kill time 

•••• 
9 • 

•••• 
•• • • • • • •• 

•o•• ... • . ~ . . . . . 
Alternate language for the front or back panel • • • • • • : • • • • • 
{formulated for] (Hospitali ty Environment] [Institutional] [Childc-are Envrrunments]:••• 
rMedical & Nursing Environment) ••:"• • ••• • 
( . . ... . 

•••• • • •••• 
•••• • • • •• • 
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Optional graphics for back of label (graphics are larger here than they will appear 
on the label) 

.... ,. 
• • • • • 
•••••• • • •• 
••••• • • ••••• 

• ••• • • •••• 
•• • • • • • • • 

• 
• • •••••• • 

• ••• • • ••• 
• 

•••• • • •••• 
•••• » • • 
•• • 
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&EPA 
United Stetes 

Environmental Protection Agency 
Wesnington, DC 20460 G

.\ Registration 
· Amendment 

-·1 

J Other 

I . Company/Product Number 

72977-3 
2. EPA Product Man&ger 

1 
3. Proposed Clessificetion 

i Adam Heyward 
- ·--- --· ---------~---·-----·- ·--··- - ·- ~None [" J Restricted 

S . Name end Address of Applicant tlnclud• ZIP Cod•! 

ETIH20 
1725 Gillespie Way 
El Cajon CA 92020 

[_j Ch9ck if this is ~ now addr6SS 

Amendment · fxpleon below 

Resubmissoon Jn response to Agency letter dated .. • 

Notofocetion · E.xplein below . 

; PMI 1 

I I ·-----1 . !._ ___ ___ __ ·-- - . .. 
6. Expedited Reveiw . In accordance w•th FIFRA Sectoon 3(c)(3) 

· (bii'L my product is similar or odenticar in composition and labelino 
: to: 

EPA Reg. No. - -· 

Product Name 

Fine! pnnted labels in repsonse to 
Agency letter dated 

j- · ·; "Me Too" Apphcat10n . 
[ _ I 

Other . Exptaon below . 

Explanation: Usa eddotoonel page(sl if nocessary. !Fot section I and Section 11.1 

NotificatiOn of Orner lrthelmg Revosoons per PR Not1ce 9S-1 0 
This not1fica11on os consostent wrth lhe prov.soOns of P R Notice 96·10 ;m.~ EPA rcyt~latoons at AO CFR 152 46. and 1\Q other changes have bee n maee to the 
labehng or lhe co~fodentoal statement of formula of lhis product lunoer~~.<~ntJ that it os a voolalion or 18 USC Sec 1001 to Willfully mC~ke any false statemenl to 
EPA. I further understand that 11 this noh!ication is not consistent wilh tho terms of PR Not1ce 98- 0 and 40 CFR 152 •16. thos proouct "'"Y be on voolaf•oo of 
F1FRA an<Jt may IJe sul:ot~o!CI to ~;:rofun.;ement actoo11 Otnd penaltre-s ·Jnder ser.11ons 12 ~1'(11 4 ol FlFRA 

1 . Contact Point (Compltlte it6ms dir6ctly b11low for idontilir:~tiorr of individuel to bo contsct9d, if nec~n;sal'y, to process thi$ eppi!CIIticn.l 

.. -- - - ·-y-Th;.,-- ·- - ·-·- · .. l Tetep~on11 N • . ·~r~~.;;;,;.·~~~ 

: 01rector of Regulatory Affc.:ms J f)t9·5~'6·S600 • •• o 

Name 

Dolana B lount 
' .. . .. __ ... . - .. -. ·...----.--------- ..... --

I
t 6. -.,.,_. ftlpplication 

Rec.;ved 
Certification 

1 certify that the stetements 1 hovo medo on Ch1s form et"ld ell attechments thoreco are trvo. accurate end c.;,ip"l ;t~: 
1 &cknowtedge thel any \(nowlinglly Ieise or mosleading Slatemenl may be punishable by fino or impriGOrvne~t or • 
both under applic:abl& law. • • • • • • 

:.!. cg r ... ) j 
,. 

] -~;~--
4. Typod Name 

Do!ana Blount 

EPA Form ~ 70· 1 !Rev. 3-941 Pr&vious editioM llfe obsolt1&. 

fl. nt~--· 
I 
: Regulat()(y Dw:!ctor 

I - . ·- ·- .... -- ~-----· ···-
Js. Oat" 
f 

i 02/10/2006 

Ol!t••• . . 
••••• 

Whtte · EPA Fu. Copy !original! 

: .. u:bmpedl 
• 

•••• • •••• 
• 

•••• • • •••• 
•••• 

• • 0 

•• • 



&EPA 

, .... . . . ' 

. OM8 No. 2070o0044, Approval 

Unit&d States 

En\fironmental Protection Agency 
Ollie• ol Pes\ie•do Prc>O' ""'' (750SCl 

Wuhing!on, DC 20460 

Notice of Supplemental Distribution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained final registration for the basic product, the registrant may then supplamentally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distributor company number must be shown. 

1·31·95 

If a registrant has a potential distributor who does not have a company number assigned, she/he should have 1he 
distributor apply. on letterhead stationery, to the Registration Division to have a number assigned prior to submitting 
this form tO the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and signature of both the registrant and the distributor. 

€PA Reahtt~etion N1.1mber or Product 

72977·3 1 
Distributor Compeny N1.1mber 

11306;> 

- - -- - -----
Note; Do not submit distributor product labels 

Product lbtl$iC l)roduc t tHtmo occ~DIOd by EPAJ 

me and Addros~ or Oi,uobv!or rrvpo; inG/udt~ ZIP cod~) 

Enwogu()J"O SClenccs llC 
4725 East 91St Street 
Swle 200 
Tulsa. OK 74137 

: Otslnbu!or Prodvcr Na"'D 

i F•~•<Jht Fro~: 
I ... _ _ 

Read All Conditions B8fortt Signing 

•• • • • • .. .. 
• 

• • •••••• • 
0 • 

• • • •• •• 

•••• • • •••• 
•••• 

1. The distributor product must have the same composition as the basic product. • •• • : 

e•• •• • • • • 
••• • • • • 
• •• • • • 

2. The distributor product must be manufactured and packaged by the same person who manufactures and packages 
the registered basic product. 

3. The labeling for t.he distributor product must bear the same claims as the basic product provided . however, t hat 
specific claims may be deleted if by doing so, no other changes to the label are necessarv. 
The product must remain in the manufacturer's unbroken container. 
The label must bear the EPA registration number of the basic product, followed by a hyphen and the d•stributor's 
company number . 

Distributor product labels must bear the name and address of the distributor qualified by such terms as •packed 
for ... · , "distributed by ... •; or "sold by .. . " to show that the name is not that of the manufacturer 

7. All conditions of t.he basic registration apply eQually to distributor products . It is the responsibility of the basic 
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

Distributor 

We inttJM/to morl<"' out ptodu.;t undot tho Disuibutor Product Nsm11 spoclfied ebovo, s ubject to lhiJ condiltons spociliod "" ttus Notir.s 

Registrant 

I sgtet~thot thtl dist1ibutur " "'""d abovo m11y distlibu111 11nd SBU tho Distriburot Product sptlcilied ebovo, t:ubJOCI to tho condillons spocilifld on this 

Oste 

01.1-1. !Jft .... _.- . -
EPA Form 8570·5 tRov. 8 ·94) ProVIous editions 818 obsolete , Whi\t ·EPA 
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S.foro this Fonn IFcrm I"IWJ31 bo Fllm'l ApprcniM. OMB No. 207~. ~rewa 

OEPA 
United Ststu 

Environmental Protection Agency 
OffictJ of Poetic:id~ Prograrn'J (7505Cl 

w~~t>ington. oc 20460 

Notice of Supplemental Ofstrlbution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained final registration for the basic product, the registrant may men supplementally 
distribute his/her product. One form must be submined for each distributor product and must be signed by the 
distributor involved. The basi<; registration number and the distribtltor company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned. she/he should have the 
distributor apply, on letterhead stationery. to the Registration Oivisi()(l to have a number assigned prior to submitting 
this form to the agency. 

This Notice of Supplemental Distribution must be submined by the basic registrant. The completed form must have 
the concurrence and signature of both the registrant and the distributor. 

A Regilllrstiol' Numt>er of Product _j Discrlbutor Company Nurnbe< 

83<X>i' 
•.. - ·-- ---

Note: Oo not submit distribl.ltor product labels 

Product lbosic product 11/lffltJ occeplod bv ~PAl ; Oi<ltributot Product Name 

I Staph Alf<Jck 

·-----..... --.- ---- ...... _____ _j, _ _ __ _ 
end Add rose of Disttibu tor (Typs; iflcluds ZIP cod,.J 

w•r·OQ~'aro Soences. LLC 
4725 East91s1 Strt>«t 
Sv1te 200 
TulSA. OK 741 37 

- - - - ... -... , ..... 

•••••• • • • • 
•••••• 

• 0 

•• 
••""• • ..... 

•••• • • ••• . . 
•••••• 

• 
•• • • • •• 

• •• • • • •• • 

• • •• • 
•••• • 

1. 'T he distributor product must have the same composition as the bask: product. •• • 
2 . The distributor product must be manufactured and packaged by the same parson who manufactures and packages 

the tegistered basic product. 
3. The labeling for the distributor product must bear the same claims as the basic product. provided. however, that 

specific claims may be deleted if by doing so, no other changes to me label are necessary . 
The product must remain in the manufacturer's unbroken container. 
The label must bear the EPA registration number of the basic product. followed by a hyphen and the distributor's 
company number. 

Distributor product labels must bear the name and address of the d istributor Qualified by such terms as "packed 
for ... ~."distributed by ... "; or ·sold by ... • to show that the name is not that of the manufacturer. 

7. All conditions of the basic registration apply equally to distributor products. It is the responsibility of the basic 
registrant to see that all distributor labeling is kept in compliance with reQuirements placed on the basic product. 

Distributor 

W• intond so m11rkot out ptoduc t utrdar thq Dk/Vibutor Product Nbmq speclfiod rgbovo. svbjflct to 1ho condition:; spocifiod on this Nolico. 

Regl&trBilt 

I 9 f11()() !hot thB dis.uitwtor ncomod obovo '""'Y disUibuto and go// /llo Ois.vibulor A-o.<ful':l sp~l()d ~oil•. subjoot to m• col>didons spocifisd on this 
Nolie c . 

Do till 

EPA. l'omt 8570·5 (Rev. 8-941 PreVIO\.IS editoons ere ob~olete. Whire · EPA 

1 1 

I 



- --· -·---- . - ----- ----------- - - -·-·· - ·-. ··-----

lnslructione 8efoca 1-31-95 

&EPA 
Unit.d Sl~~ 

Environmental Protection Agency 
Offlco of Pesticide Pr~reme <7505Cl 

Waahingto11. DC 20460 

NotJce of Supplemental Distribution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained finaf registration for the basic product, the registrant may than aupptementally 
distribute his/her product . One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distributor company number must be shown. 

If a registrant has a potential distributor who does not hav~ a company number assigned. she/he should have the 
distributor apply, on letterhead stationery. to the Registfl!ltion Division to have a number assigned prior to submitting 
this form to the agency. 

This Notice of Supp\emsntal Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and signature of both the registrant and the distributor. 

EPA RogjetJ~;~tioo Numb~r of Product 

72977-3 

.r-----·-· - .. __ - . .. 

OkJtributor Co~ny Numbor 

83062 

Note: Do not submit distributor product labels 

Product IJJIOJJJ'c product n&mo acc~Dt8d by €PAJ ; Di" tributot Product Name 
I E11vlroGuard 

Olld Acldroos of Oittributor /Typo; includQ ZIP rodoJ 

Sciences. LLC 
4725 Easl91sl SIJeet 
Suite 200 
Tulsa, Oklahoma 74137 

RHtl Afl Conditions Befor9 Signing 

1. The disuibutor product must have the same composition a$ the basic product. 

•••• • 
0 • 

•••••• • 

•••• • • •••• 
•••• • • • •• • 

•••• • • 
•••• • • • •• • 

• • 
•• 

•• 
•• 

2. The distributor product must be manufactured and packaged by the same person who manufactures and packages 
the registered basic product. 

3. The labeling for the distributor product must bear the same claims as the basic product, provided. however, that 
specific claims may be delated if by doing so, no other changes to the label are necessary . 
The product must remain in the manufacturer's unbroken con~ainer. 
The label must bear the EPA registra6on number of the basic product, followed by a hyphen and the distributor's 
company number. 

Distributor produC1 labels must bear the name and address of the distributor Qualified by such terms as ·packed 
for ...... "distributed by ... '"; or •sold by ... " to show that the name is not that of the manufacturer. 

7. All conditions of the basic registration apply eQually to distributor products . It is the responsibility of the basic 
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

Distriblrtor 

W~ inrtHod ro morkot our product und•r th~ Distributor Product Narrr,. s.pocifi<xJ obove. sl.lbjoct ro tho <=onditkms spQCifiod on this No rico. 

Dote 

I ogrtKJ thor tho dlstdbu/or ntomf!d above n'IIIY distrlbuto ll!>d sslf d111 0/stn"b-uror Product spl>fJir~d ebove. sub/I#Ct to ti'l8 conditions specifiod 011 this 
No rico. 

EPA Fonn 8570·6 (Rev. 8·94) PreV\ou$ editions &ro o~olete. Whit&- EPA 

12 

• • • • 
• • • • 
• • • 

I 



I 

1-31-96 

United St.atts 

ft ~ Environmental Protection Agency 
~ Offlet of Pesticide Progrrre (7505Cl 
~.. W~on, DC 20480 

Notice of Supplemental Distribution of a Registered Pesticide Product 

After a registram ha8 obtainsd final registration for the basic product, the regi3trant may then supplement91ty 
d1s1rfbute his/her product. One fotm must be submitted for each distributct product and mU81 be signed by the 
oiiH•rmouTrlr involvad. n,e basic registratfon number and the distributot company number must be shown. 

If a registrant has a potential distnbutor who does not have a company numbQr assignacl, she/he sl'lould have the 
l dl$;.triburt01' apply, on letterhead sta1ionery, to the Reglstr8tion Division to have a number assigned Pfiet" to submining 
U.S term to the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and siGnature of both the registrant and the distributor. 

Note: Do not submit distrilnrior ptOduct laHb 

of R~red Produe~t lbclc ptotl=t,..,., IICCfJPtf)d 6y £1>AJ 
30 

cmd Addtll04 of Oietributor (TytH; inc:lud• ZIP code/ 

rewey OldahOma Trading COt"PO<a!ion 
E. Memorial Road 

Edmond. OK 73013 

01~0# ProdUct N .... 
C!<;!an Kih 30 

1. The distributor product must have the same composition as the ba8fc product. 

•••• • • •••• 
• 

•••••• • 
• • •••••• • 

• 
•••• 

0 • •••• 
• . . 
•• • 

•• • 
•• 

•• 
•• 

2 . The distributor product must be manufactured and pacbged by the same person who manufactln'es and padc:ages 
ttte registered basic product. 

3 . The labeling tor the distributor product must bear the sa~T~e claims 8S the basic product, provided, however, that 
specific daims may ba deleted If by dotng so. no other change3 to the label Bte neeessBtV. 

4. The product must remain in the manufecturer's unbrt*en container. 
The label must bear the EPA registration numbef of the basic product, followed by a hyphen and the distributor's 
company numw. 

Distributor product labels must bear the name and addre~ of the distributor quaflfied by such terms as •packed 
for ... ","distributed by .. . •; or "sold by .•. • to show that the name is not that of the manofacturet. 
All conditions of the basic registration apply equalty to distributor products. It is ttle reaponsibl6ty of the basic 

ragistrant to see that all distributor labeling la kept in compliance with requirements placed on the basic product. 

Ois1rfbutor 

W• intond to marlcot our ptOdiiCt undqr tltt~ Disu"ibutw Produl:t ~ ~ llbov.. s~r- to th• condltiDm; ~Of> tltifl No lito. 

O..te 

I.,_ flutt tn. t/lsttibuf« n...-1 .e-o "''t m.y disrribut• .nd sell ll'J• Disr:ributl>T flnHWtt q«::IIIHI-.,W, ~ to tJt. OMdhlons ~ Dft tltb 
Notfce. 

Dllt& 

/£L · !/ ~ f !/_. 
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Please Read AU Instructions Sefore Completing this Form (Form must oe typed} Form Approved. OMB. No. 2070-00.4 

• e 

&EPA 
Utlii$CS Statu 

Environmental Protection Agency 
Olfi<:o of P•~licido PfOQfamD (76()6CI 

Woah;F11Jton , DC 20480 

Notice of Supplemental Distribution of a Registered PestlcJde Product 

Instructions 

After a reginrant l'las obtained final registration for the basic product. ~ registrant may then supplement&lly 
distribute his/her produC1. One form must be submitt&d fot esch distributor product and must be si!Pled bv the 
distributor involved. The basic registration number ;;~nd the distributor company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned. she!Nt &hould have the 
distributor apply, on Jonorhand atotionery, to the Registration Oivisior. to have a nurrobor assigned prior to submitting 
this form to the e~gency . 

This Not ice of Supplemental Distribution mu5t be submitted by the basic registrant. The compl&ted form must have 
th~ concurrence snd signature ot both the registran-t ind the distributor. 

72977-3 ----~~?":;;' Co~~ Numbor 

Note: Do not submit distributor procfuct labela 
·-·--·- -- ----

Nomo ol Roaitlorod Produo1 lb.II.Sic product Ntmo tJJ«eotlld b., EPA/ l l'>i•u<h.>t<V P.llduar N....,. 
~,. 

_. ____ _j .f\g iON Silver Disinfectant and Virucid~ _ 

AgiON Technologies, Inc. 
60 Audubon Road 
Wakefield, MA 01880 

1 . 

2 

3 . 

4 . 
!> . 

6. 

7. 

Tha di5tributor product must have the same composition ss the basic product. 
The d•stributor product must be manufactured and packaged by the same person who manufactures and packages 
the registered basic product. 
The labeling for the di ~tributor produC1 must bear th o samo claims as the baste product. p rovided. howovar, that 
soecific claims may be deleted if by doing so. no other ch;;~nges to the label are necessary. 
The product must remain in the manuf<~cturer's unbroken conte~iner. 

The label must bear the EPA fegistration number of the basic product, followed by a hyphan end the distributor's 
company number. 

Distributor product labels must bear the name and address of the distr ibutor Qualified by such terms as ·packed 
tor 00. · , ·distributed by.,:; or ·sold by 00 ." to show that the name is not that of the mall\Jfacturer. 
All conditions of the basic rogistration apply eQually to distributor products. It is the responsibility of the basic 
registrant to see that all distributor labelino is kept in compliance w ith reQuirements placed on the basic product 

Distributor 

lz_ ·#~ .­" . •••• 
Regtsuant : • • • • 

•••• 
J sgt<xl th4t rJ><t dJs trib 11 tot n~>n>Dd obo,..o n><>~ disff ibuto Ol'ld • oil rtltJ Di$t,ibufor Pro#ut;r SPtH:•fl<xl ebo V<>, 3 11~1 ro rM condlrro<U $p• ciliad qp tiiU 

Notico. 

Oat• 

• •••••• • 

•••• • • ••• 
• ••• • • •• • 
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&EPA 
OMB No. 2070-0044. 

United Stetes 

Environmental Protection Agency 
Offioo of Pestleide ProQr(lmfl (7505C) 

Waehinoton. OC 20460 

Notice of SupptementaJ Oistrlbution of a Registered Pesticide Product 

Instructions 

After a registrant has obt81ined final registration for the basic product. the registrant may then supplementally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distribotOf' company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned. she/he rohould have the 
distributOI' apply, on letterhead stationery, to the Registration Division to have a number iiS&igned priat to submitting 
this form to the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and signature of both me registrant and the distributor. 

EPA Regilttration Number ol Prodvct D;stributor Company Number 

72977-3 066243 
-------------- -- - . ·-··-··-··-- - -------- --'---- -·---- ------------

Note: Do not submit diS1ributor product label~ 
of Regietered Pro<luet IJ>8$ic P~Vduct nanu> IJCC(Jf)ttJd bv €PAJ 

30 

end Addrese of Distributor fT'IPS: includtt ZIP eo dol 

CLEAN CONTROL CORP 
5145 FOREST RUN TRACE-SUITE B 
ALPHARETTA. GA 300224504 

Oietributor PToduct Nomo 

Germ Control 24 · Silver Formula 

··--· . --·--··--·----

•• • •••• • 
• 

• • 

• ••• 

• . .. .. 
Read AU Conditions Befor8 Signing •• 

• • • • ••• 
1 . The distribut04' product must have tha same composition as the basic product. • ••• 
2. The distributor product must be manufactured and packaged by the same person who manufactures and packageh 

the registered basic product. • • • 
3. The labeling for the distributot product must bear the same claims as the basic product, provided, however, that 

specific claims mav be deleted if by doing so. no other changes to the label are necessary. 
The product must remain in the manufacturer's unbroken contain~r. 
Tile label must bear the EPA registration number of the basic product. followed by a hyphen and the distributor's 
company number. 

Distributor product labels must bear the name and address of the distributor qualified by such terms as "packed 
for. .. ","distributed by ... ~; or "sold bv .. : to show that the name is not that ot the manufacturer. 

7. All conditions of the basic registration apply equally to distribulor products. It is the responsibility of the basic 
registrant to see that all distributor labeting is kept in compliance with requirements placed on the basic product. 

Distributor 

Wo itH<md ro mark•t orJr product vn dcr fits Disttibutor Product Nom-e spoclfiod 9bovo. subjoct to tltc conditions sp,gc:ifiod on thi$ No t ic•. 

s;,~-'"'M ==-. 1111--
~~~~------~----------~--~-

Oat?) 

-_a:~~~-~'?1 

EPA Form 8570.6 (Rev. 8-ll4) PJevtout editions are obaolett. White- EPA 
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TASK ASSI(;NMF.NT FORM 

Antimicrobial Division/Regulatory Management Branch II 

A Ill Completed by Product Manager 

PRODUCT REVIEWER: /!1//:J/~ #e~V/f'tZ ( 7 RMB II TEAM 34 

. ~ .- / ;/ 
{t F.PA File Svmb<>VR~No.: Description of A~]ion: f ' .· 

·. -~-> •/ 7 :~ :s ~& f ? 2-9 "//-3 !d££z94;/ ':-'..::• , -r:.-

Decision No. -.• 71 1m/ .~ _f ~ .. h ... ;u•~~ No. 7_ 7/ ££)~ I Fee for Service Action Code: 

FQP A Action Code: 1

1"?t:J?/ Non-FQPA Action Code: Fee for Servicl' Fee:$ 
\' "' -.- MONTH DAY YEAR 

APPLICATION DATE /( y o 2004 

EPA PIN DATE ; 2 0 / / 2004 

r..IEWER ASSIGNED DATE ;)_ o « 2004 

DATE DUE TO PM 2005 

DATEOUEOUTOFAGENCY 2 005 

~ype of Data: PSB Product PSB Acute l'SB RASSB RASSB RASSB RASSB 
Chemistry 0 Toxicology 0 F.ffica,.,. Environmental Ecological Chronic Exposure 

0 Fate 0 Effects 0 Toxicology 0 0 

COMMENTS: NOTE TO ARCTIC SLOPE · PLEASE COMPLETE PART 8 OF FORM. 

-
DP Barcode No(s): 

B Ill For Antic Stope Contract Only 

Contractor: Arctic Slope I Contract No.: 0332 Ill ARCTIC SLOPf:IMANAGER 

Draft Tas.k: Signature Final Task: Signature 
(Est. hrs) (Tolal brs~ 

c Reviewer,s Commeats: 

Response Code: / ,-7 I Response Date: _l / ,;;/~ j 'lt./ ~i/ 
i / 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Washington, D.C. 20460 

<>I- ' ~ l C:E Of 
t·k E:VF.f~·r i C..,lt\o, ~·~: .s·!'l\: l V~.:; 

l\NU 'l 'O>: ; C SUBST;.N('f;S 

December 29, 2004 

Ms. Dolana Blount 
Regulatory Affairs 
ETI H220 
1725 Gillespie Way 

- El Cajon, CA 92020 

Subject: AXEN 30 
EPA Registration No. 7 29 77-3 
Application Date: November 30, 2004 
Receipt Date: December 1, 2004 

Dear Ms. Blount: 

This acknowledges receipt of your notification. submitted under the provision of PR 
Notice 98-10, FIFRA section 3(c)9. 

Proposed Notif icat ion 

• minor label revisions imposed by the California Dept . of Pesticide Registration. 

General Comments 

Based on a review of the material submitted, the following comments apply: 

The notification application is acceptable. 

Should you have any questions or comments concerning this letter, p lease contact me 
at (7031 308-6422. 

Sincerely, 

dam Heyward 
Product Manager (341 
Regulatory Management Branch If 
Antimicrobials Division (751 OC) 

17 



NovC'mh('f 30, 2004 

DO< lllll('llt ProcE'<.Sin~ Ot>$k INOT!F l 
Offi( +'of PE'c.ti< idt> Progr.irn$ 17504(; 
U.S. Envi ronmental Protec tion Agency 
Room 266A, Crystal Mall 2 

IT/ 
1921 )effer5on Davis Highway 
Arlingto n, VA 22 202-450 1 

Attention: Adam Heyward 

Subject: Axen30, EPA Reg. No. ; 72977-3 
Notification o f other labeling revisions per PR Notice 98-10 

We ME' notifying of the following ch.lnges to the <"~bove referenced master label in response to 
m,tndc~tory l..tbel change~ 1mposed by the (C~ilfornia DepCirtment of Pesticide Regiwat•on: 

1. Pre-cleaning instructio i)S have re.ul ch<~ngP.rl to re<)d: "Pre-c le<~n surfaces prior to using this 

product." 

2. fhe iollowing phr.1~e has bt.'Cn added to the · contaCt rime· sec tion of the HIV instructions: 
·This contact time will not control all organisms listed on this label. Refer to applicat1on 
instructions for o ther organisms.· 

3. The term "toilet~~ hils been re-p laced w ith "exterior toilet surface~." 

4. I he symbol after the term •viru!'e<." and "virucidal" remains an asterisk (• ) Md identifi~s the 
viruses controlled by this product. The symbol after the term "Kills germs in 30 second~~ 
.1nd rela ted phr.t~es has been ch.mged to Cl d(JlJble-detgger m ..tnd idE'ntifies those oq~dn isrn~ 
that h.we a ki ll time of 30 seconds. 

Thi!- submission is if full compliance with the notification procedure as identified in PR Notice 98·1 0. 
As required by PR Noti\e 98-l 0 for notifir.1tion o f o ther l ;~beling revisions, enclosed please fi nd the 

tollowing : 
1. Apphration Form{8'i70- l I, including thf' PR Noti\E' 98·1 0 cert i fication statP.rW~nt 
'l. . One <:opy o f the product labeling with each of the ch<~nges highlighted. 

Plt><l!-P \ontad me d vou h,we .1ny qu~teun$ about the enclost'<l •tern.-. 
Agt·ncy\ :lcc:ept.ul C'C oi this notification to 619-596-8700. 

PIE'<t!>E' tax .:~ copy u t tht:' 

Si ncetel y, 

F.~l . ~2~ ·-7 / ',.\ -·-' . , 4t ~{. QY;{ ) 
Dol,1n.1 Blount 
Rt>gul.,toJy 

• • •• •• •• • 
• • • • • • • • • 

• 

• • • ••• •• • 
• 

•• •• • • •• •• 
1725 Gillespit' w,,y . f:l Cci)Oil, CA 92020 . telepl\fJill." bl 9·596-8600 . iac~irn i i P 619-.596-87QQ: :· · 
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_llff1Htlltllld -. ~· IWI!NY ct)m_Jt/Mf_ng ,.,.,, _fonn ADDroved OMBJ.jo, l070-006C .... JtJCDirM 2.· 21·t5 

United St.atee § Registration Of>!> Identifier Number 

&EPA Environmental Protection Agency Amendment 
Weahington, OC 20460 Other l 

Application for Pesttcfde - Section I 
1. Compeny/Product Number 2. EPA Product Meneoer 3. Proposed Classification 

72977-3 Adam Heyward 
0None 0 Raotrict~ f--· -

4 . Company/Product (Name) PM# 
Axen 30 33 

f- ·· - .... _ 
S. Name end Address of Applicent flnclud& ZIP Code} 6. Expedited Reveiw. In accordance with FIFRA Section 3(c)(3) 

ETI H20 (bl(i). my product is similar or identical in composition and labeling 

1725 Gillespie Way to: 

El Cajon CA 92020 
EPA Reg. No. 

0 Chock if rhis is fi new eddress Product Name 

Section - II 

D Amendment· Explein below. LJ Final print&d labels in repson11e to 
Agency loner dated 

~ 
Re!<ubmoosoon on response to Agency letter dated - LJ ·Me Too· Application. NOTIFICATION 
Notification · EXplain below. D Oth<tr • Explein bel ow. Date A!'Mewect· ~ ? . 2-c. ~ 

I Reviewed By:~""l(ii;= cJ. 
-- - ...... 

Explanation: Use &dditionel p&go(s) if necouory. (For section I end Section ILl 

Notificati011 of Other Laooling Revisl011s per PR Notice 98-10. 

This notification is consistent with the provisions of PR Notice 98· 10 and EPA regulations at 4CFR 152.46. and no other changes have been made to the 
labeling or !he oonfloen!lal statement of formula of this product I understand that it is a violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to 
the EPA. I further understand that if !his notification is not consistent with the terms of PR Nolice 96· 10 and 40 CFR 152.46, this product may be in violation of 
FIFRA and I mav be subiectto enforcement action under sections 12 and 14 of FIFRA 

Section - Ill 
1. Motorial Thla Ptoctuc:t WiD a. Pedleged In: --
Child·Resiolenl Pockoging Unit P&ckaging ! Wete;~olubte Peckaging 2. Type of Contti ner 

I 

[. __ j Yes E2 Yes ~~ 
Yes [] M•~ Pleotic 

~J No No No 01&811 ..... ---=---- --- l .. ·----
-=tionmust 

jlt "Yes" No. per If ~y,.· No. per Pep&r 
Unit Packaging wgt. container Packege wgt container 

.I 
Other tSpoctfy) 

tted I J 
3 . location of Net Contenta Information 4. Sile(sl Retail ConteinGt _t 5. Location of Lebel Oiroctions 

~ Label U Container 4-32 oz.; 1-250 gallon f- .!(.:1 On label .... 
f-"· 

r~-1 Uthogr~h [J 6. Manner in Which Label is Alfi:oced to Product Other 
Peper ,r.uod 
Stene &d 

Section ~ IV 
1. Contact Point (Complflta items dJroctly bt~low lor idMtilicotion of individr.JIJI ro bf1 contoctod, if IIDC9$$ary, to proCU$ this Qpp/iclltkm./ 

Neme I TiUe 
Tel89hone ~- (l"'lude Aree Codal 

Dolana Blount 619-596-86~ ~ 1111 . Regulatory .. • 
Certlflcatlon 6• O.to Appliootion 

1 c&rtity thlt the statements I heva made on this form and all atteehrnente thereto ete true. eccure1o ond c;ompleto. 
•R.Jelved 

• •••••• 
J acknowledge that any knowlinglly felse or misleading ~tetoment mGy be puniot-.able by fine or impriflonmont or (Stamp~· • . • both under applicebhs law. • ••••• - . - - -· 

~IlWttvf~~--=-- ___ 3. Tille 
0 • • • •• •••••• 

Regulatory • ••••• • • • ••••• ··--- . 
•••• 4. Typod Name 6 . Oat• • . 

I 
November 30, 2004 

•••• 
Dolana Blount •••• • •••• 

0·1 R v. 3·94 Previous oditions are obsolete. EPA Form 957 I e White • EPA FR. C:O,y (oriP!tll v.o- ·~ ~-" Copy 



Axen® 30 
Disinfectant, Fungicide & Vi rucide* 

[Disinfects and Deodorizes] 
[Resta urants] • [Hospita ls] • [Schools] • [Homes] • [Office 

.. ' .:..· 
·,,/ 

J • '<', · 

I • 

: -/ 

.. ~ 
' 

··,.. r ';J.. 1 · .. - · 1'-·:.l :/ 
........... 

. ' 
~ . ' 

•" , ' ' 

. ,· ·.,.. 

IJ·:f :., . • • ;; '·-:-
. ' ' . 

i ._ ...... l.o'/ .. • .. 

Active lngredi~t 
Si lvpr' 
Citri( Mid 

Other Ingredients 
Total 

O.OOJ'Y, 
4.8~0"t, 

l00.000°h • • •••••• 

• •• 
• 

• • ••••• o • 
• 

•••• • • •••• 
•••• • •••• 
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Axen® 30 
Disinfectant, Fungicide & Virucide* 

[Disinfects and Deodorizes] 
[Restaurants] • [Hospitals] • [Schools] • [Homes] • [Offices] 

Manufactured by ETI H20 
A Division of Innovative Medical Services 
1725 Gillespie Way 
El Cajon, CA 92020 
EPA REG. No. 72977-3 
EPA EST. No. 72977-CA-001 
Net Vol. 32 oz. 

Active Ingredient 
Silver' 
Citric Acid 

Other Ingredients 
Total 

0.003% 
4.640% 

95.157% 
100.000% : ••• :. 

• 
• Electrolytically generated Silver i~ •. 

• •• 
KEEP OUT OF REACH OF CHILDREN • 

CAUTION 

• • •••••• • 
• 

•••• • • •••• 
•••• • 

NOTE: Bracketed information is optional wording for producl specific labels •••• 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. 

AXEN-'' 30 Oisinfe<:tant, Fungicidal & Virucidal Spray ·~ <t colorlt!s~. odoriC">S bro,lcl ~rJe< tr11m ,uliJnliCrobl.ll 
d1sinfect.:tnl ,1ml deodorilcr. Proven to kill bactE'n<.l, fungus .1nci voru\P.\ •• AXEN · 30 Disinfec tant, FungicidJI & 
Virucidi!l Spray ~hould be u3ed on non-purou~ ~nvironmenwl h.ml ~ uri'"'" 111 (hom<.!s), !hu~ po t,tls(. (nlu~ongl 

[homes), (medical and dental chnonl. [l,lborutones), j,unbul,mcc .11'l<l ~Mtl~nl tr.tnsier wh1dc~J . (iunr:r.ti hoone~J. 
[hotels), !restaurants), (schools), [day car(' i,lCJhtii!S), (oift~:~~j. lwtenn.vy d""'']. [,lnU1l.ll sh(•IIN~I. [k~olnt'l~l. 

[exercise f .. lC•Iihes), [beauty and b.lfber shops]. [,ubwJy~ ) . ltr•111lS), l·"'l' '·'"<."-1. bh•p$1, l bu~"'') ,tnd lorhN p~oiJi u. 
trilnspon,\llon vehicles), [locke-r rooms), [kitchens) ,,ncii i<.'Siroon ><) . 

AXEN'! 30 Oisinfe<:tant, Fungicidal & Virucidal Spray h.1s b,.., ., ivrrnL•i ,ll<.'d to 1.h~n11ell h.ud, non-pvro11 ~ 
environmental surfaces (prlint~. gl,ueJ tile, p!<~~li<. , met,il, gl.h~. ,IIIMl'<l p<)(( <.>l ,tl!ll .tnd •Jbjl!rt~ nH hodtng 1\\'.t ll ~l, 

[floor~]. [C'ountersj, [sinks), [exterior toilet surfaces). {c.:tbirwt ~). ltuiJ~). t~hu" <.:r' l. ldoorkm)h$j. [hghb "v•t< h 
covP.rs), (telel)hones], [appl~t111<:f;~]. Jstovl· tops!, ibPd fr.lm<'< l. [whet•kh ... rsl. lovl't· lwrl t .1bi<'~). l~''-. ll 'lln. tloon 

t:thles] ,md {waste contninersJ, Jl,lbles), ,ln<l [ch.wsj. 

(lh1s product! can be used in can b~· u~cd in {homes}, (S('hO<llsJ, (nur<cri(";j, Jdci\''._m• < • ·ntcr~ l. (pl .ly<vo.n~J. 
(playground ,md/or rec;rc,1tional ia('i lilles), (wa[>hTOQlllS), [kltl'htmS). lr(•SifOOfll' .tnc!!no h.ll hroom~l . (~ huo! 

bus<.>~ I-

Use to disinfect the following h.m.J, non-poro11S surfan•.,: [ch.Jdrm 's roy~ I, (toys){toy oo>.lsll. IJt,lpt•r p,lllb H. 
(di.1per chilnging tilble!sll , (b;lthroom clndlor kotch<>n <. ovntcrtsl), fde\k(sll . l t>l ,w t.\bl t>t$1], {{Onlf>lller l.. " yllO.lrdj, 
(telephone} tdoocknob(sJj, ljunglt> gymCsl). [pl.1yhouselsJI, (<'h.td r<~r ~c.u l, l )rmllt·rr~JJ, I( nb(,l). (pi,JYPi.."ll~: l. 

l.tC'Iivity ( l>nter{sl). 11-lnning hl'<hj; 

FAST, EASY, EFFECTIVE 
General Information 

AXEN·" 30 Disinfectant, Fungicidal & Virucidal Spray ~ucce~siull \' killed the follow,,g 
urg,Jn•sms under AOAC ptOIOCOb (In order 10 emure lh.lt ;,II Ofl\·liH~Ill$ loqetl .m• kil led. you 
mus1 use the cont.1ct tunes ,15 dir&led 1n lh<' Ap!lloc.won lnstructi<HlS/: 

r- -..,..--- ----..:::0.,:-Jrgo:.:a;...:n:..=.is.:..:.m: ________ =:r= Kill Time:=] 
;Pseudomonas aeruginosa 1 30 seconds J ---.. 

:!o ><>eond~ *S!aphylococcliS aureos 1 

*Salmollefla cl>oferaE>suis 1 

. ---··· ----· I lO second~ . . 
;Listeria monocywgencs ' 
Vancomycin resistant Enterococcu~ iae<.:h1m ' 
Methicillin resistant Staphy/oco<:nts aurt>u~ ' -·-
Escherichia coli 0157:H7 ' 
Trichophyton rnentagrophytes (Ath lete'~ Foot Fungus> __ 

; • HJVtype 1· Strain HTLV IIIB ' 
• Herpes Simplex Type 1 VR-733 F< 1} Stmin 
•lnOuenU\ A VR-544, Hong Kong strain : ... 
• Rhinovirus R37 VR-1147, Strain 151- l ·· -
• Pofto Type 2, VR-1002, Lansrng Strain .. 

1 Evaluated in the presence oi 5% org.ul t< ~u i l. 
2 Evaluated in the pre.sence of 1 °/o org<tnic ~uil 

. -

1 30 'econd:. 
_L;? __ m inlllf.::_ __ 

! 1 minutes - ··· 
I 

I 2 minutes 
1 0 min ut~s ... _ 
30 se<ond<. - -

I rninuw -·- ·-·- --
1 o mil lute' 
I 0 llllllUt•"> -

I I 0 minute~ 

I 

I 
r 
I 

• • ...... 
• 
•• • • • • • •• 

• 

• • •••••• • 

•••••• • •• • • 
•••••• • • •• 
• •••• • • • • •••• 

NOTE: Bracketed information is option.'ll wording for produ( I ~pecifk labt>l \ 

•••• • • •••• 
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Fungicidal Activity: AXEN ~ 30 Disinfectant, Fungicidal & Virucidal Spray IS effective agaimt I n thophvtoll 
mentagrophytcs, the Athlete's foot fungus, Use in locker roonls, dres~ing rooms, show(•r and b<Jth are.cs. and 
exercise faci lities. 

Deodorizes: AXEN~' 30 Disinfectant, Fungicidal & Yiruddal Spray reduces .111noy•n~ odors c:w'>Cd by 
bacten<~. Use to control odors in hospitals, nursing hO;t)E'S, public restrooms, ,lrlrm,tl kennels .tnu Lt.un ~ti\lls. In 
pnvate homes, use in the kitchen, bathroom, smk rooms ,tnd bilScment~. 

APPUCA TION INSTRUCTIONS 
Pre-dean surfaces prior to using this product. 

General Disinfection; 
For general disinfection and control of the b.1etena P:.€·tJclomon.J~ ,r<.:tugiiiOSil, ~tt~phyfot"O< t"tl> r~urt-os, 
Salmonella clwleraesuJS, Listeria monocytogenes, V,1ncomycin Rc~•s'.tl"lt Enterococcus faecium tVRE), 
Methicillin Resistant Srapl!ylococcus au reus IMRSA) ,,nd fsd1errdut1 coli 0 1 '>7 :H 7 the ~urfJCt> mu~t bt' 
completely wet with AXEN<l· 30 Disinfectant, Fungicidal & Virucidal Spray for 2 mmutes. Tht> ~urf:lc e m.w 
then be wiped dry with a cle<ln towel. When used as drre<.'ted, AXEN"l' 30'" Disinfectant, fungicidal & 
Virucidal Spray provides protection from Pseudomonas aeruglnosa, Swphylococw~ aurew and Sa lmonella 
cho/eraesuis up to 24 hours after initial application. 

Fungus Control: 
For effective control of the fungu.s Trichophyloll nH~nwgroplr}·tcs, the swt,l(e mu-,t be complctQiy wet w1th 
AXEN-£ 30 Disinfectant, fungicidal & Virucidal Spray for 10 mu)utes. The surf;tn· rn.1y then l.w w •1wd drv 
with a clean towel. Re-.:lpply when dctln•ng or when new ~rowth <II)J)('.M~ . 

•viral Control: 
To kill Herpes Simplex Type 1 f( 1) Strain lnflucnld A V1r~~~. Hong Kong ~ lru lll. Rlunvvir~· ~ IU7 ~tr,un 151 ·1 . 
Polio V1rus Type 2 Llnsing Str,,in the surf;lrc must be complet<.>ly wet w1th AXEN"' 30 Oisiniect<Jnt, Fungicidal 
& Virucidal Spray for 10 minutes. The surface may then be wiped dry with a cle<m towel 

Kills HIV-1 on pre-cleaned environmental surfact!"Siobject~ previously soiled with blood/body fluids in hc,1lth 
care settings (or other settings in which there rs <~n expected likelihood of ~otltng of inamm;"tte surf<~re sfoh l ect~ 
w1th blood or body fluids, and to which the sorf.1cesfobjen~ l1kely 10 be sooled w1th blood or body t1 l uds c,1n 
be associated with the potential for transnw•sion of HIV): Instructions for Cleaning and Oe<·ont,,min<~tion 
Against HIV on pre<leancd environmental suri<Jces/objccts prev1ously so•lcd with blood/body iluuls: Personal 
Protection: When handling itE-ms soiled with blooo or Lrody iluicls, usc <~ppropn.tlf' b,mi('r prote<.t trJn ~uch tl~ 
latex gloves, gowns, masks or eye coverings. Cleaning Procedure; Blood dnd other body ilur<.ls must lx• 
thoroughly cleaned from surfaces and objects before appltc,l!ion of this disiniect<tnt. Contact Time: Apply 
AXENot 30 Disinfectant, Fungicidal & Virucidal Spray to are,, to be treated. The surf.1ce must be romplctt>ly 
wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds. The surf,lCe m.ty then be 
wiped dry with a clean towel. This contact time wdl not control all Org;Jmsm~ listed on this labeL Reier to 
application in~tructions for other organisms. Disposal of Infectious Materials: Blood and other hody iluid~ 
should be autoclaved and disposed of ,\c<"ording ro if'df'ri!l, ~1.11e ,1nd loc,,l r<>gul,lttOtl$ ior rnft>ctwus w.r>t<:' 

disposal. 

KEY: The following language will be pnnted on tlw l.1bel oi products •nt('ndt•d to lle ~<Jid to he,11lh f.l("tlrll f'~: 

This product is not to be used as a termcnal sterilantfhtgh l<>vel dtsrniect.1nt on nny surf<~<"~:? or sn~tnmwnt lhat 
(1} is introduced directly into the human body, either into or in cont,1Ct with the hum.1n b()(iy, e1th€'r snto or rn 
contact with the bloodstredrn, or norm<llly ~terile MeJ5 of the body, or (2) contc~et~ int,IU mucou~ lll(!rnbl tl ll~'> 

but which does not normally penetrate the blood barrier or othrrwi~e cnt<>r normally !>tenle areas of the h~Y.· •:. 
This product may be used to pre-dean or decontN''ll nate crit•c.,l <)r senlt·Cntical medical dE-vice' r>rior to 
sterilization or high level dis•nfection. : • • •. 

----- --·-··-·----·----- .. ---
1------.-::------,---....:;.S_TO~RAGE AND DISPOSAL • I 

Do not contaminate water, fo-;;d or ieed by storage or disposal. ~· 
Do not reuse container. Rinse thorou hi before discardmg in trash_g_r _recycling. 

• • 
--------~I~N~C~A-S~~E ~O~F~EM~ER~G~E~N~C~Y~-----------~~~ 

••• Have the product container or label w11h you wh en calling a poi~011 control center or dvct~or or 
going for treatment. You mdy also contact CHEMTREC 1-800-424-9 300 ior emergency m i~~~ 
treatment information. - ------ - - --- --- :· . 

•••• 
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I . . 
Additional language for front panel 

Kills Staphylococcus aureus in 30 seconds' 
Kills Salmonella choferaesuis in 30 seconds' 
Kills Listeria monocytogenes in 30 seconds' 
Kills Pseudomonas aeruginosa in 30 seconds' 
Ki lls germs in 30 seconds: 
Kills common household germs 
Kills common household germs including Salmonella, Slaphylococcu5, Li'f(>ri<~, clnd 
E. coli. 
Kills Salmonella, Sraphylocorcus, listeria, und [. coli. 
Kills- Bacteri a, Fungus and Virus* 
No dulling residue 
Disinfects without bleaching 
No harsh chemical smell 
Odorless 
Disinfects household surfaces 
No Mixing Required 

KEY: 
* = Refer to viruses * = Refer to organisms controlled with 30 second kill time 

Alternate language for the back panel 

Kills Staphylococcus aureus in 30 second~' 

Kill s Salmonella choleraesuis in 30 seconds' 
Kills Listeria monocytogenes in 30 seconds' 
Kills Pseudomonas aeruginosa in 30 second'>: 
Kills germs in 30 seconds' 

• c Refer to viruses 
t: = Refer to organisms controlled with 30 second kill time 

Alternate language for the front or back panel 
Hospitality Environment 
Institutional 
Childcare Environments 
Medical & Nursing Environment 

• • •••••• • 
•• • . .. . 
• •• 

• • •••••• • 

•••• • • •••• 
•••• .. 

•••• 
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• 

Optional graphics for back ot label (graphics are larger here than they will appear 
on the label) 

• • •••••• • 
•• • • • • • •• 

• 

• • •••••• • 
• 

•••• • • •••• 
•••• • •••• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Washington. D.C. 20460 

November 16. 2004 

Andrew Yokoyama 
Senior Pesticide Use Specialist 
Dept. of Pesticide Regulation 
Pesticide Registration Branch 
91 6-324-3914 
ayokoy am a @cd pr. ca. gov 

Subject: AXEN® 30 
EPA Registration Number 72977-3 

Dear Mr. Yokoyama: 

OfFICE OF 
PREVENTION, PESTIC IDES 

AND TOXIC SUBSTANCES 

This is response to your email question with regards to the current accepted label dated March 
17, 2003 for the subject product. The label contains the EPA efficacy laboratory established 
contact time and a chart which display the actual kill time for each bacteria and viruses. The 
label dated March 17. 2003 is a legal accepted I abe!. You may use the March 1 7, 2003-Jabel 
to complete the processing of AXEN~) 30, EPA Registration Number 72977-3. 

Residual claims are listed on the current Elizabeth Brown < brown@chemreg.com > label against 
some bacteria. Per the label, " AXEN• 30 Disinfectant, Fungicidal & Virucidal Spray provides 
protection from Pseudomonas aeruginosa, Staphylococcus aureus and Salmonella choleraesuis 
up to 24 hours after initial application." The Agency has requested that the residual claims be 
removed from the label {March 3, 2003). The last accepted label still makes reference to 
residual eff icacy. The registrant was again told , via telephone communication on November 
1 5, that the residual claim must be deleted from the label within six {6) month from date of 
notice, along with other label revisions, e.g., chart. I will follow-up this with a written letter to 
the company. 

Innovative Medical Services has also agreed to meet with the EPA/AD to discuss the labeling 
and to revise it so that the label is similar to other EPA registered products that list the actual 
kill time on the label. Should you have any questions or comments concerning this letter, 
please contact me at (703) 308·6422. 

I 

Sincerely, 

~-
Product M anager 34 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 
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~ • 
Dolana Blount 
<dblount@imspure.com> 

12114/2004 06:20 PM 

To Adam Heyward/DC/USEPAIUS@EPA 

cc 

bee 
Subject Conference call summary 

Thank you for your time this morning. I appreciate you rushing from your prior meeting to join 
us. Below is a brief swnmary of our conversation and agreement. 

Issue 1: Label formatting for kill time vs. official contact time. 

As we agreed, we will move the table listing the tested contact times after the application 
instructions. We will also put the statement, "In order to ensure that all organisms listed are 
killed, you must use the contact times as directed in the Application lnstructions11 in bold font. 
As you stated, this is a formatting issue (non~notification) and does not require submission to the 
Agency. This will take effect at the next printing of labels. 

Issue 2 : Res~dual sanitization claim 

As agreed, we will submit a written justification as to why the residual protection study we 
submitted should be accepted for the existing claim. The claim can remain on the label until EPA 
considers that justification. 

If you have any questions, please contact me to discuss. 

Sincerely, 
Dolana Blount 
ETIH20 
DBlount@imspure.com 
619.596.8600, ext. 105 

*****"**-****'*****************'*******************"***-**-***• 

This message is intended for the sole use of the intended recipient. The 
message and any files transmitted with it may contain material that is confidential 

and/or legally privileged. Any review, reliance or distribution by others or 
forwarding without express permission is strictly prohibited. If you are npt the 

intended recipient, please contact the sender and delete all copies and 
attachments. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

October 6, 2004 

INTERNAL MEMORANDUM 

Subject: 

From: 

To : Adam Heyward PM 34 
Regulatory Management II 
Antimicrobials Division (7510C) 

Registrant: ETI H20 
A Division of Innovative Medical Services 
1725 Gillespie Way 
El Cajon, CA 92020 

Oi'FICE OF 
PREVENTION, PESTI CI DES 
ANI) TOXIC SUBSTA.NC£$ 

72977-3, Axen® 30 

I Formulation from Label 

Active lngredientfs) 
Silver ........................ ................... .......................... . 
Citric Acid ......... ..... .. ..................................... ...... .. 
Other Ingredients ........ ........................................ . 
Total 

Page 1 of 3 

% by wt. 
0.003% 
4.840% 

95.157% 
100.000% 
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Comments Pertaining to label "Kill Timeu and "Contact Times" 

3 
The last accepted label is dated March 17, 200.¥." Using the last accepted label as a 

reference , the chart listed on page 2 detailing kill times is not consistent with the contact times 
r df bet· d · A fh hrt· rtdbl ISte or a ena an v1ruses. copy o t e c a IS IS e eow: 

• 1 ' ' • ",• :• I '(". ' • ,,1 ·• "•' ' • ,- ... ~1 t ' :, .. ., ' ' ' I ' • • ' ol • ' 

.. ·,org.anism :· ·· . _ . . :. ···: .. ·. . • t • .. · > :·.- ·, ·. :-t<ru Time · ·, : . · · .. : ... : : . 
- ~ •' '. ' 'I " • - ,• • ' : , }• o '' .' " . . '" .. . ..• '.' . . . . . . . ~ . . . . . . . .... 

Pseudomonas aeruginosa 30 seconds 

Staphylococcus aureus 30 seconds 

Listeria monocytogenes 30 seconds 

Vancomycin resistant Enterococcus faecium 2 minutes 

Methicillin resistant Staphylococcus aureus 2 minutes 

Escherichia coli 0157:H7 2 minutes 

Trichophyton mentagrophytes (Athlete's foot) 10 minutes 

HIV-type 1- Strain HTLV IIIB 30 seconds 

Herpes Simplex Type 1 VR·733 F(1) Strain 1 minute 

Influenza A VR-544, Hong Kong strain 10 minutes 

Rhinovirus R37 VR-1147, Strain 151-1 10 minutes 

Polio Type 2, VR-1002, Lansing Strain 10 minutes 

The heading attached to this chart states that "AXENe 30 Disinfectant, Fungicidal, & 
Virucidal spray successfully killed the following organisms under AOAC protocols ( In order to 
ensure that all organisms listed are killed, you must use the contact times as directed in 
the Application Instructions)." The kill times are representative of laboratory observations, 
and may be misleading to the consumer. The statement attached to the chart, " ... you must use 
the contact times as directed in the Application Instructions," should be placed in bold, or this 
chart should be revised or deleted. From a semantic standpoint, the consumer may potentially 
misinterpret the "kill timev for "contact time." To justify the continued presence of chart, the 
applicant stated that the chart will remain as originally submitted with the statement cited above 
(letter dated March 10, 2003). The Agency stresses the importance of one contact time for 
bacteria and one contact time for viruses, if not the same contact time. The last accepted label 
has a contact time of 2 minutes for bacteria (Pseudomonas aeruginosa, Staphylococcus 
aureus, Salmonella choleraesuis, Listeria monocytogenes, Vancomycin Resistant Entercoccus 
taecalis (VRE), Methicillin Resistant Staphylococcus aureus (MRSA) and Escherichia coli 
0157:H7), a contact time of 10 minutes for viruses {Herpes Simplex Type 1 F(1) Strain, 
Influenza A Virus Hong Kong strain , Rhinovirus R37 Strain 151-1 , Polio Virus Type 2 Lansing 
Strain, and a contact time of 30 seconds for Human Immunodeficiency Virus Type 1 (HIV-1) 
which are currently acceptable. 

Page 2 of 3 . 
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A residual claims appears to be included against some bacteria. Per the label, "AXENe 
30 Disinfectant, Fungicidal & Virucidal Spray provides protection from Pseudomonas 
aeruginosa, Staphylococcus aureus and Salmonella choleraesuis up to 24 hours after initial 
application." The Agency has requested that the residual claims be removed from the label 
(March 3, 2003). The last accepted label still makes reference to residual efficacy. 

Lastly, the following label change should take place on any subsequent label 

submissions: 

·"E.co/i 0157:H7" to read "E. coli 0157:H7". 

Page 3 of 3 
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--·--- - - ----- -----

Oolana Blount 
<dblounl@imspure .com 
> 

10/04/2004 02:56 PM 

To: Adam Heyward/OCtuSEPAIUS@EPA, Adam 
Heyward/DC/USEPAIUS@EPA 

cc: 
Subject: Axeo30 EPA Reg#72977-3 

RE: Axen30, EPA Reg# 72977-3 

Adam-

I understand that you are reviewing our product label in reference to questions from CDPR. I 
wanted to take this opportunity to remind you that we discussed this issue at the time Axen30 
was registered, and it was agreed that we would make a clear notation that the user must follow 
the contact times listed under application instructions. As you will note, the label currently 
reads, "In order to ensure that all organisms listed are killed, you must use the contact times as 
directed in the Application Instructions." The Application Instructions clearly indicate the 
longest contact time for each subset of microbe (2 minutes for bacteria, 1 0 minutes for Fungus 
and viruses listed). 

I would like to point out that other registrants also list multiple kill times on their label. Please 
refer to Product Reg# 1130-15 (Burnsbine Germicidal Solution) and Product Reg# 70791-1 
(EcoTru). Both of these labels list a range of kill times for various organisms with no disclaimer 
like ours as indicated above. We feel that we have made every effort to make the label clear to 
the consumer while accurately reflecting our products performance, and we believe that the label 
should not be altered as the Agency has allowed other registrants to label their products in a 
similar way. 

Thank you for your attention to this matter. Please feel free to contact me if you have any 
questions. 

• Best Regards, 

Dolana Blount 
ETIH20 
QBlount@imspure.com 
619.596.8600, ext. 105 

This message is intended for the sole use of the intended recipient. The 
message and any files transmitted with it may contain material that is confidential 

and/or legally privileged. Any review, reliance or distribution by others or 
forwarding without express permission is strictly prohibited. If you are not the 

intended recipient, please contact the sender and delete all copies and 
attachments. 
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PM WORK ASSIGNMENT SHEET 

DECISION _,_'2'""""' =,_,0......,.;·(_._:...:..;:. ,.....a::~:-.· l_·;~lf~--
! 

DESCRIPTION OF ACTION: 

SUBMISSION BAR CODE: S 

PRODUCT REVIEWER: L-/ '".:;;c-.-{__ 

FILE SYMBOUREG NO.-: ---"'~"--'-.k--'--2--7--.7-,--_/--"'~,.,..----

FQPA ACTION CODE: 2_~ NON-FQPA ACTION CODE: --- ---

AMOUNT OF TIME TO COMPLETE TASK (ASRC only) HOURS 

MONTH DAY YEAR 

APPLICATION DATE 

EPA PIN DATE 

REVIEWER ASSIGNED DATE 

TYPE OF DATA 

Product Chemistry: 0 Product Toxicology: 0 Efficacy: o 

RASSB: 0 HED TOX 0 ENVIRONMENTAL FATE 0 FISH/WILDLIFE 0 

Other o - ----- - - - - - - -

COMMENTS: 

PR Notice 2001-1: Review complete label within 30 days from Reviewer 

Assignment Date: 

Reviewed by: 

JACKET{S)/FILE SHOULD BE SUBMITIED WITH YOUR LETIERS FOR SIGNATURE 

RESPONSE CODE: __j_ -7-- RESPONSE DATE: {j Q I _2:2-.--1 ~7 
M0 1 Day ar 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASIDNGTON, DC 20460 

September 23. 2003 

orr:--: or 
PREVENTJON, PESTIClOES 

AND TOX TC SliBSTANC.f'.!) 

I. Adam Heyward. Regulatory Management Branch II. Antimicrobials Division. Office of Pesticide Programs. 
Office of Prevention, Pesticides and Toxic Substances. United States Environmental Protection Agency 
("EPAN). certify that the pesticide product listed below is, as of the date of this letter. a registered product 
under the Federal Insecticide. Fungicide. and Rodenticide Act (FIFRA). as amended. and that as such. the 
may be sold and marketed in the United States of America as authorized and limited by FIFRA. A true and 
correct copy of the product label approved by EPA is attached to accompany this letter 

Registration of th1s product with EPA also denotes that the reg1strant listed below is responsible for ensuring 
full compliance with all the laws of the United States of America. or governing jurisdiction. regarding the sale. 
storage and/or disposal of the product(s). Further, the recipient of this letter is on notice that the referenced 
registration and/or the accompanying label may change subsequent to the date of this letter. EPA assumes 
no responsibility to notify the recipient of this letter of any change in the status of the registration(s} and/or the 
product label for the product(s) listed below. 

EPA has issued a registration number for the product listed below to. 

ETI H20 
a division of Innovative Medical Services 
1725 Gillespie Way 
El Cajon. CA 92020 

EPA Regrstratton Number. 
Name of Product: 

72977-3 
Axen 30 

A am Heyward 
reduct Manager (34) 
egulatory Management Branch II 

Antimicrobials Division (7510C) 

33 





I 
j . 

.e 

• 

; . . ' 

JUL 09 '03 09:08AM INOVIATED MED svcs 
r 

' . 
. . 

FAX :cov-~·R 

. . . 

: . . . : ' ( . : .. .. ·. . . . . . 

. · . . . . ' .. DATE'~ -~---··.:: · , . 

TO: ·Ad?+~.~~- :1~-ey .WtLY'd . : : . . .. ··:. ·. . ·. :: .·· .. .. · . ~ . .. : 

fit~ t?"f?E ; ... 'A:t'{j vnic.t~ot?i ~ 1 o·u/ i ~;, 'on· 

F~X:· 

:- FROM: . .' bolana BIC3unt 
~· H20' I ' 

PHONE'~· {f»1.9) 596-8600 Ext. 1 OS 

. . , 
FAX: . . {6.~ 9) 5.96·8~00. . 

. ,-~is Gillespi~ Way .. El CajQf'!,·c;A 92020 ,'Voice. (6~ 9;. ~96~.8~0~ . faJC·i61.9) s9~a.700 . . . . . . . . . . ~ . . . . . 

: .. 

·. 

. . ·. . 

.. . 



JUL 0~ . ' 03 09: 121?AM II'IO'I/IA~ MED SVCS P .l 

FAX:· coVER . . .. .. 
. ; .. . 

. . .~ 
~ : .. 

OAT.EI J· 7;· ~(( .. o&, : 
TO:. 

! 
~ -.. - Dt VI. ~t tVJ . 

----~~~~~~~~~~~~~ 

fAX: 
• I 

· fRO~: Oolana Bl'o.unt 
ETI H~P . . 

. PHON~~ , ~619l 59.&-a6oo Ext. 105 
F~X: · (619) 596-8700 . . . ' 

. i . 

MESSAG~: 
. · 

--- ' i ... ' 

I 

I 
·.I · 

. I 
' . 

. f . . 
I 

·. P~ge 1 ~f- Jr' .: ·. · 
. . - -

. . ' 

1725 allles'p!e Way · El Caj~n, CA 9202o · ~;a~ {619) 59~:.S~oo ·. t.~ :(6 r.9) s~~s7.co. · · · 
·. . . . • . • · . . .. . • . : ! ·•. 

·.. . .. • . ·.· . :.!. 

'. . . 

. . , 

.. 

·. . . 

. - . . 

. :·:· 

. . .. . · .. · . . 
. '· 

. . . 

. ' . 
~-. ---.- · ---- ·- -·-""':"·-.. . . ,..-,·-- ·:-. ·-· --.-~···- -:-··- - r--·-·- ·- - . - . -.· ··.-36·. 7'7" ---



-• 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASIUNGTON, DC 20460 

Julv 1. 2003 

Ms. Dolana Blount 
Senior Mircrobiologist 
ETIH20 
A division of Innovative Medical Services 
1725 Gillespie Way 
El Cajon, CA 92020 

Subject: Notification Application Per PR Notice 98-10 
Axen30 
EPA Registration No.72977-3 
Application Dated March 28, 2003 

Dear Ms. Blount: 

OF'F'T CE OF 
PRF.VENTTON, PEST1CIOES 

AND 1';))0 C S1JSSTANCF:S 

This acknowledges receipt of your notification. submitted under the provision of PR Notice 
98-10. FIFRA section 3(c)9. 

Proposed Notification: 

-· • 
alternate brand names: 

- Clean Kill 30 

General Comment: 

Based on a review of the material submitted. the following comments apply: 

The notification application is acceptable. A copy of the notification has been inserted in 
your file for future reference. 

Should you have any questions or comments concerning this letter. please contact me at 
(703) 308-6422, or Usa McKelvin at (703) 308-7496. 

Since ly, . n 
0~ Ull ( kt.JL I/ I,__) 

dam Heyward 
roduct Manager (34) 

Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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I..RC,1 1"1 C. 

6101 SOI.ITJ-f UNCOLN AVENUE 
STERUN G, VA 20184.ZI:24 
Pho...r. {'i'tn) 471 .GSII;IQ 
F'•>C (703) 4 7'1 -«21!19 

Fax 
(T03) 308-6488 

AdciiSonal Bnrd Name Notif'ctttion 

·~•••w ..... 

70 <5 4 0 1 626'31 

~ OINta D. Laird 

3 

0 .. F .... !If o .. _...._,..... 

Att.cfwd Ia the Applk::atlon f'or amendln...t which waa delnr.n!Jd In 
March. Per our converaation yau ........., that you dldn"t receive It -.o 
I am helewlth foil warding you a copy. n. arlglnal dell,..,.-y was Jtal 
submlte.cl as an amendanent we have dlectr..d off Notlftc::atlan on It 
this time and the c::et t:IR~on stat.wtent Is Included. 

~ 
Olivia D. Laird 

P . 01. 

I . Conlee:< P o lllt 

N•m• I T ide I T.tepl'tone No. UN:lude Atw.• Code I 

Certffic~fGn 
I certify oh el U.e eteterneno• I haVtl rned• on thle t o m> ar.d ..n ""..,"""'"'" tl'MH•(o e r e """· aeevrat• ..,., c ..,....ete . 
I e o lu oo wledge tt..t e t'lv knowli"'Olv f.W•• or rnl~eecfinQ •••teMeM ,.,.y b<t pllnhll,.obl• b y t!"" or U....ri-~t or 
bot'h II nder ~~le lew. 

•· O•t• A..,.Wc .cf.n 
Rec .Ov.d 

cst•mpeda 

.;u 



~---------------·----------------- ·-----·· - - ···~---- -· ··- -· 
JUN-12-03 TH U 12:44 LRC, lt-IC. 

&EPA 
United Sta\81 

Environmental Protection Agency 
w .. hif'llton. DC 10460 

7034816269 

§ Registration 
Amendment 
Other 

P.02 

1. Co~TlC)env/Pro.t\Jct Number 

12977-3 

4 . Compeny/Proc:tucr (Nemel 
Axen 30 

2. EI'A P'roduct Manager 

Adam rd 
PMI 
34 

a . Propotlld Cfauiflclllon 

0 None 0 lllutric:tlld 

ETIH20 
a division of Innovative Medical Services 
1725 Gillespie Way, El Cajon CA 92020 

6. hpedlted Raveiw. In accordance w ith FIFRA Section 3(cJI3) 
(bHi), my product Is similar or Identical in composition and libeling 
to: 

EPA Reg. No.------- ---------

0 Chet:l( if this Is • 11ew addren Product Name 

[] u 
0 
0 

Explanation: u .. -.dditlonal pege(sJ If Mnn-.y. (Fer section tend Se'"tlon 11.1 

Additional Brand Name registration : 

C-lean Kl• 30 

II "Ve•" N'o. p.r 

FiMI prinfM lebele in rep1onee to 
Ageney leiter deted 
"Me Too" A~llcetion. 

Otlwr - [JCPiein below. 

2. Type of CDnlei,..r 

~::'o 
Gl•• 
Peper 

Unit Pac:kagln; w;t. eontainer 
Lf ·v •• • 
P~ka9e wgt Olher (5pecifyl ________ 

1 

EPA 

lnrormetian 4. Size(!!l Retail eontainer S. Loc:edon of LAbel ~aotlona 

5, 16. 32 oz.: 1,5,55,250 gallon E3 

Cer11fleatian 
I ~•nlry lhet 1M etetemeniS I have made on fhie form and an ltt&etvnenle thereto ere true. ~ate and c:ompfeta. 
I eoknowledge lhllt any knowfinglly feln Of misl•ldlng etetement may ba p11nishable by fine or l~riMIYTMJrtl Qt 

both lew. 

3. Title 

8. Date A~~cetion 
Rec .. ved 

CSt.mpedl 



703 4 916269 P.02 

INNOVATIVE 

~ 
MfDICAL 
SERVICES 

Millteh 28, 2003 

Re: Axen 30•, EPA Reg. II 72977-3 
Additl~l Brand Name: Clean Klll30W 

CfRTIFICAnON STATEMENT 

Notification of Additional Blillnd Name per PR Notice 98-1 0. 

•NASDAQ~ 

This notiflcanon Is consistent with the provisions of PR Notice 98-10 and EPA 
regulations at 40 CFR 1 52.46, and no other chanses nilve been made to the labeling 
or the confidential statement of formula of this product. I undemand that It is a 
violation of 1~ U.S.C. Sec. 1001 to willfully make any false statement to EPA. I 
furttler understand that if this notification is not consistent with the terms of PR 
Notice 98-10 and 40 CfR 152.4&, this product may be in viotation of FIFRA and 
\nnovative Medical Services rnay be subject to enforcement action and penalties 
under sections 12 and , 4 of F\FRA. 

Sincerely, 
INNOVATIVE MEDICAl SERVJCES 

V--~~~-
Oolana Blount 
Senior Mlcrobk>lolist 

1725 GillesC!Ie W;ay •ll Cajon, CA 92020 • Volta(619) 5~ • Facslmlle (619) 59W700 
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JUN-1 2 -03 THU 12:43 LRC, INC. 7034816:269 

INNOVATIVE 

'0IVVI. 
MEDICAL 
SERVICES 

March 28, 2003 

Re: Axen 30•, EPA Reg. I 12977-3 
Additional Brand Name: Oean KIU 30,. 

CERnRCATION STATEMENT 

Notification of Additional Br.and Name per PR Notice 98-10. 

This notification ls consistent with the provisions of PR Notice 96-1 0 ~nd EPA 
regulations at 40 CFR 1 52.46, and no other dlanges have been made to the lillbellng 
or the confidential statement of fonnula of this product. I under5tand that It Is a 
violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I 
fur1her understand that if this not ification is not consfstent With the terms of PR 
Notice 98-10 and 40 CFR 1 52.4&, this product may be in violation of FIFRA and 
Innovative Medical Seryjces may be subject to enforcement actton and penaJties 
under sections 12 and 14 of FIFRA 

Sincerely, 
INNOVATIVE MEDICAl SERVICES 

v~. 
Dolana Blount 
Senior Microbiologist 

1725 Gil!e91eW~y • El ~on. CA 92020 • Voice{6\9} 596-1600 • FKifmlle (61f) S96-S700 
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APR-17-d3 THU 09:17 LRC, lHC. 7034 •16269 P.01 

~t!:=!:~~=:;::::wa.~~ ... =·~===:!,; .... =•~,_=~=:: u"-f)'JNCO I'•.,...,.= ... 0118Na. ~ .. c-·('t , ~~1-31.$$ 
u~swoa 

O
ft EPA Environnu rtal Protection Agency 

_ Otlioo c f PleelcWo ~ ('1SOSCI 

W.-tlinQton. DC 26480 

Nodce of Supplemnnta1 UlatrlbutJon of a Registered P. stlclde Ptoduc1 t------·--------------
J'tl!ltnlctlons 

After a regfstran• ~· obUined finiS ft~Qts1ntlot fet ha baale pt~. ttMI re;lltrant me 1 ttwl suppJementallv 
dls1rfbute h!slhef product. One fotm mu11 bo 1ubm tted for eectl dtstributor product an 1 must be sloned by the 
distributor lnvolvod. The basic reGistration n Jfltbf:r w•d the diatributor company numbE must be shown. 

If 8 registrant ha; a potential distributor who do~ r o . t\a~~e ~company number a oolont :t, ahelhe should have the 
distributor apply, on lettett\aad atationery, to U" e lle ;,i ~ttadon Division to have • numbe assigned prior to submitting 
this form to the agency. 

This Notice of Sl·~m&ntal Df.stributicm mutt he $\Jb.nitted by the bMk: regl!ltrant. Th 1 completed fOffll must have 
tM concurrence ilnd algnnure of both tn. relb trat11 and th& distributor. 

f.---- -.:......-NunlbGI of Pr~ -· - - - I=~ ~v Nlolfl\l)ot 

Note: to not t u)m!t distributor product iabets 
of Reci8tated l'roduo_t _(bu/c __ MO_~-,-_.--~- ;, ~ E ;;e J - ~ Dlettibut"' ~ot Herne 

30 CM~I~ 

- --·. ---- - -·--
~ Wid Addrew o Di~tor ,,._,.__ Jttclvda ZJP codo·J 

Envtrox 
193& E. Falrch!le Sire ~! 
Danville. ll 811832-2317 

------·---------------1 

----------------------

- --------- - ·- - -- --------------- ----------------1 
RNfl A, I ( ~c/. /:i.llt$ BtlfortJ SitpJ/ng 

1. The distributor product muat ha'ffl the san ~e com lt.Sltion as the basic produC1. 

• o•• • • • •• • 

2. TM d istribute ! product must be manufaet Jttld .Jnd packaged by the same person wt ) manufactures and packages 
the registered basic product. • 
The lab6Hng ftH the distributor product m~ st bear tle same claims as th~ basic prodt ct, provided, however. that 
specific claim:: may be deleted lf by doing S{ ·, f'•O o :her chanoea to the label are n&Ce ;sary. : • • • • • 
The product noust rQmaln in the manufactt rer's u ll•roken container. •. • 
The label mus-: bear th• EPA reoislration n Jn1ber 't the basic product, foJIGwtd bv a wphQn and the distraxit~s 
company oon1ber. • 
Di~tributor produC1 labets mvst bear the nc mt ~I'M I .Jddress of the distributor Q\latifiec by such t9lms as "p~l!!Mf. 
for ... ","distrib .;ted by ... " ; or "£0kl by . .. • ., 1how oat the name is not that of them; nufacturcu. • ••• 

7. All condition$ ~• 1M b&si~ t&glstt'8don apo y aQUa 1\ to distrlbYtOl products. It is th8 ·esponslbllity of the b~ic. : 
r~trant to see that an dl!tributor labeling Ia kept lrt compliance with requirements p teed on the basic prodl'J!t. • • 

0 .s tributor 
~..,o;:IJII'IaiHw P,c du >r ~~ ,. sp~IMI 41b<!vo, tSubiw;t t(J tit• ~ ~ M tllh NotJc.. 

lagtH tt..r U.. dlstlib.•tor ~ .u.. ... -r d#uib,.tf> ., d ;:.tl lh · 1 >itJtributor ~~ .,:f~Cifi«J Mow, ~ ro th#l ~ IIP«ifin 011 IIIIa 
No tic• . 

EPA 
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Axen® 30 
Disinfectant, Fungicide & Virucide* 

Disinfects and Deodorizes 
Restaurants • Hospitals • Schools • Homes • Offices 

Manufactured by ETI H20 
A Division of Innovative Medical Services 
1725 Gillespie Way 
El Cajon, CA 92020 
EPA REG. No. 72977·3 
EPA EST. No. 72977·CA·001 
Net Vol. 32 oz. 

..... ').· . ... · , ·.· . ·: .. ~ :~ ·- ~. : · .. : 1\lf'~it..~ '·!~ ... ~ 

r ,.-.. ·--:~ .. ~ . · · ~ · r~ .t ·..:..:..::t.H ['.s n~a 

JI;J/t> 
I I I 

I 

Active Ingredient 
Silver' 
Citric Acid 
Other Ingredients 

Total 

0.003% 
4.840% 

95.157% • • 
100.000% ••••• : 

• Electrolytically generated Silver ions 

KEEP OUT OF REACH OF CHILDREN • 
•• • CAUTION : • .. • ... . . . 
•• • 

• 
•••• • • •••• 
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! 

DIREGIONS FOR USE 

It is a violation of Federat Law to use this product in a manner inconsistent with its labeling. 

AXEN~ 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odorless broad spectrum antimicrobial 
disinfectant and deodorizer. Proven to kill bacteria, fungus and viruses•, AXEN® 30 Disinfectant, Fungicidal & 
Virucidal Spray should be used on no,..porous environmental hard surfaces in homes, hospitals, nursing homes, 
medical and dental clinics, laboratories, ambulance and patient transfer vehicles, funeral homes, hotels, 
restaurants, schools, day care facilities, offices, veterinary clinics, animal shelters, kennels, exercise facilities, 
beauty and barber shops, subways, trains, airplanes, ships, busses and other public transportation vehicles, 
locker rooms, kitchens and restrooms. 

AXEN° 30 Disinfectant, Fungicidal & Virucidal Spray has been formulated to disinfect hard, non-porous 
environmental surfaces (painted, glazed ti le, plastic, metal, glass, glazed porcelain) and objects such as walls, 
floors, counters, sinks, toilets, cabinets, tubs, showers, doorknobs, lights switch covers, telephones, appliances, 
stove tops, bed frames, wheelchairs, over-bed tables, examination tables and waste containers, tables, and 
chairs. 

FAST, EASY, EFFECTIVE 
General Information 

•AXEN<I> 30 Dl.slnfectant, Fungicidal & Virucidal Spray successfully killed the following 
O!'ganisms under AOAC protocols (In order to ensure that all organisms listed are killed, you 
must use the contact times as directed in the Application Instructions): 

~!~t~i~l;l~r~?t~tt~~t1i"1~j~t1-~g~ \o;.ganrsm' .~ =-·~ \.~·::~~~~ ~~· :\:~\~~;.~ ... ~ ~ ;":=.~·:;:~K~~l~ 
Pseudomonas aeruginosa 1 

Staphylococcus aureus 1 

Safmonelfa choleraesuis 1 

Listeria monocytogenes 1 

Vancomycin resistant Enleroccccus faecium ' 
Methicillin resistant Staphylococcus aureus 1 

Escherichia coli 0157:H7 1 

Trichophyton mentagrophytes (Athlete's Foot Fungus) 
H/Vtype 1- Strain HTLV IIIB 1 

Herpes Simplex Type 1 VR-733 F(l) Strain 2 

Influenza A VR-544, Hong Kong strain 2 

Rhinovirus R37 VR-1147, Strain 151-1 2 

Polio T'fPe 2, VR-1 002, Lansing Strain 2 

1 Evaluated in the presence of 5% organic soiL 
2 Evaluated in the presence of 1% organic soil 

W~~4JKill Tirriif~~~~ 
30 seconds 
30 seconds 
30 seconds 
30 seconds 
2 minutes 
2 minutes 
2 minutes 

10 minutes 
30 ~onds 

1 minute 
10 minutes 
10 minutes 
10 minutes 

Fungicidal .Activity: AXEN~ 30 Disinfectant, Fungicidal & Virucidal Spray is effective against Trichoph'(lon • 
mentagrophytes, the Athlete's foot fungus, Use in locker rooms, dressing rooms, shower and bath area~ Rtl.: 
exercise faciliti es. 

Deodorizes.: AXEN~ 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying odors caused b)' 
bacteria. Use to control odors in hospitals, nursing homes, public reslrooms, animal kennels and bam staJf;. In, 
private homes, use in the kitchen, bathroom, sink rooms and basements. : •. • • 

APPllCATION lNSTRUGIONS 

Svrfaces that are heavy soiled with organic matter must be pre<Jeaned prior to using this product. 

General Disinfection: 

••• • • • • • • 
• 

•••• • • •••• 
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For g('neral d1~snfect10n and control of bacteri.1 such as Pseudomonas aeruginOSiJ, Staphylococcus aureus, 
SiJ /m onella cholerc1esu1s, Lisceria monocytogenes, Vancomycin Res1stant Enterococcus faeciiJm (VRE), 
Meth1 cdlin Res1stant Staphylococcus aureus (MRSA) and [sc!Jericflla coli 015 7:H 7 the surface must be 
completely wet with AXEN·!' 30 Disinfectant, Fungicidal & Virucidal Spray for 2 minutes. The surface may 
then hP wiped rtry w1th 6 dean towel. Wht-n use<.l as d1rKted. AXEN-i. 30"' Disinfectant, Fungicidal & 
Virucidal Spray prov1de5 protection from Pst>udornrmas .1nugmo5a, Staphylococcus aureus and Salmonella 
cholcraesuis up to 24 hours after Initial application. ----------------------
fungus Control: 
Fo r etfen1vc control of fungu~ such ,)s Jrichopliyton ment.1t;rophwes, the surf;~ce must be complete ly wet w1th 
AXEN •: 30 Disinfectant, Fungicidal & Virucidal Spray for I 0 m1nutes. The surt·ace may then be w1ped dry 
with cl de>an towt>l. Re-.tpply wht>n dcomng or when new growth appeilrs. 

Viral Control: 
To k1 ll Herpes Simplex Type l F!l) Stram lnfluenz,, A Virus, Hong Kong strain, Rhmov~rus R37 Stram 151-1, 
Polio Vtrus Type 2 Lansing Strain the surface must be completely wet w1th AXEN~· 30 Disinfectant, Fungicidal 
& Viruc idal Spr.ly ior lO m1nures. The svrf<tce may then be w1ped dry w1th a clean towel 

Kills HIV-1 on pre-cleaned environmental surfaceslobje<l$ previously soiled with blood/body fluids 111 health 
care settmgs (or o ther setllngs •n w h•ch tht"rr 15 an expectm likelihood of so1ling of inan1mate surfaces/objects 
w1th blood o r body flu,ds, and •n which the svrfaceslob,ects likely to be soiled w1th blood or body fluids can 
be .1SS<X'Iated w1th the potenual for transrrussion of HIV): Instructions for Cleaning and Decontamination 
Against HIV on pre-cleaned envlronm{'ntal surfaces/objects previously so1led with blood/body fluids: Personal 
Protection: When handling 1tems soiled with blood or body fluids, use appropriate barrier protect1on such as 
latex gloves, gowns, masks or eye coverings. Cleaning Procedure: Blood and other body fluids must be 
thoroughly cleaned from surfaces and objects before application of this dismfectant. Contact Time: Apply 
AXEN·t· 30 Disinfectant, Fungicidal & Virucidal Spray to area to be treated. The ~urface must be completely 
wet with AXEN:il 30 Disinfe<tant. Fungicidal & Virucidal Spray for 30 second~. The surface may then be 
wiped dry w1th a clean towel. Disposal of Infectious Materials: Blood and oth'!r body flu1ds should be 
dutoclaved and disposed of according to feder~l , state .lnd local regulations for 1nfectious waste disposal. 

KEY: The followmg l<~nguage wdl be printed on the label of products intend~d to be sold to health faciht1es: 

nus product is not to be used as a t('rm~nal steniJntlhigh level dismfectant on any surface o r mstrument that 
(1) •s in troduced d1rectly into the human oody, either into or 1n contact w1th the hum.m body, either 1nto or in 
contact wtth the bloodstream. or normal ly ster ile area~ of the body, or <2l contacts 1ntact mucous membranes 
but w hrch does not normally penetrate the blood borner or o therwise ente r normally ~tcnlc areas of the body. 
Th1s product may be used to pre-dean or decontamtnJte c nl!cal or sem1-critical medical dev1ces pnor to 
sterdr.zat ron or h1gh level dtsmlechon. 

STORAGE AND DISPOSAL 
Storage: I Do not contaminate water. food or feed by storage or disposal. 

Disposal: I Do not reus~ container. Rinc.p thoroughly hP.fore discMding in trash or recycling. 

IN CASE OF EMERGENCY 
Have the product container or label with you when calling a poison control center or doctor, or 
going for trea tment. You may also contact CHEMTREC 1-800-424-9300 for emergency medlcal • 

treatmP.nt inform~tion. • • • 

• 
•• • • • • • •• 
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Additional language for front panel 

Kills Staphylococcus aureus in 30 seconds• 
Kills Sa/monel/a choleraesuis in 30 seconds* 
Kills Listeria monocytogenes in 30 seconds* 
Kills Pseudomonas aeruginosa in 30 seconds* 
Kills germs in 30 seconds* 
Kills common household germs 
Kills common household germs including Sa/monellaf Staphylococcus, Listeria, and 
E. coli. 
Kills Salmonella, Staphylococcus, Listeria, and E. coli. 
Kills- Bacteria, Fungus and Virus* 
No dulling residue 
Disinfects without bleaching 
No harsh chemical smell 
Odorless 
Disinfects household surfaces 
No Mixing Required 

KEY: * = Refer to table 

Alternate language for the back panel 

Kills Staphylococcus aureus in 30 seconds* 
Ki lis Salmonella choleraesuis· in 30 seconds* 
Ki lis Listeria monocytogenes in· 30 seconds* 
Kills Pseudomonas aeruginosa in 30 seconds* 
Kills germs in 30 seconds* 

KEY: • = Refer to table 

Optional graphics for back of label (graphics are larger here than they will appear 
on the label) 

KITCHEN BATHROOM 

• • • • • •• •• 

• 
• • • • • • • •• 
••• • • • •• • 
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Laird's Regulatory Consultants, Inc 
Over 28 years Experience and Expertise in The Regulation of Pesticide Products 

March 26, 2003 

Mr. Adam Hayward PM 34 
Environmental Protection Agency 
Regulatory Management ll 
Antimicrobial Division (751 OC) 
Ariel Rios Building 
1200 Pennsylvania Ave., NW 

• Washington, D.C. 20460 

• 

Subject AXEN 30 
EPA REG. NO. 72977-3 
Final Printed Labels 

Dear Mr. Hayward: 

Please find attached hereto, two (2) copies of the final printed label in 
response to you letter dated March 24, 2003. All specified changes have been 
incorporated. 

Thank you for aU of your assistance during this process . 

Sincerely, 

-~/t:- / 
( o.M~. L~icfU-·t c 

President/ Agent 

• • • • • .. .. 
• .. . 

• • • 
0 •• 

••• • • • •• • 
• 

•••• • • •••• 
Olivto o. Lolrd Pte!lidl>fttl0wn• r • SOl South Un~n AVI!!Itl.!e, ~rtlne. VA 2()164-ZQZ4• Phono 7031471-6!140 ~ Ftu 703/4711269 • 
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~•erud ~. ~,.--~ ·ferm. Form Aocrowd. OMB No . .2071VV\M tlllllres 2·21l-95 

United States § Reglsttatlon 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Wethington. OC 20460 Other 

Application for Pesticide - Section I 
1 . Company/Product Number 2. EPA Ptoduct Manager 3. Propo81d Clulliflcetion 

72977~3 Adam Heyward 
0None D 'RH'tricted 

4 . Compeny/Produc:t (Name) PMI 
Axen 30 34 

5. Neme end Address of Applic:ent (lncfurle ZIP Codt~J 6. Expedited Reveiw. In accordance w ith FIFRA Section 3{c)(3J 

ETIH20 tb/ti/, mv product is similar ar identical in composition and labeling 

a division of Innovative Medical Services to: 

1725 Gillespie Way, EJ Cajon CA 92020 
EPA Reg. No. 

0 Ch•ek if tNs is • n•w 11ddrt1.Ss Product Name 

Section • II 

0 Amendment • ElCpleln below. u Rnel printed labelt in repeonte to 
.AgerM:y letter dated 

~""'"""" In "'""" " Ao•••• Jon .. '""' D "Me Too· AppWcation. 

Notification · Explain below. 0 Othlf · Ellplein below. 

Exphmation: Un eddltlonel pege(l) If necouery. (For IKdOn I end Section 11.1 

Mditional Brand Name 11Jglstration : 

Clean KHI30 

~ 

' 

. Section - Ill 
1. M~ll Th!. ProdUcn Wdl lie Pec*epd In: 

Child·Resie1ent Packaging Uni t Pac:keging Water Soluble Peckeging 2 . Type of Conteinor 

~v .. ~v .. ~ 
v .. Q~~ 

No 
Pf .. tlo 

No No 
Gle" 

~thmmust 
If ·v .. • No. per "·v .. · No.~r Peper 
Unit Pecke;ing wgt. container P~kege wgt container Other (Specify) 

;tttld 
I 

3. location of Net Contents lnform~~tion 4. Size(a) Retail Conteiner ) Sation of lab1l Olrec:tions 

l..,. 
U.bel L J Container 5, 16, 32 oz.; 1.5.55,250 gallon 

6. Manner in Which label Is Affi.ud to Product ~Uthograph 0 Other 
Paper f.luod 
Stenci iHS 

Section - IV . 
1. Contec:t Point /Comp/ata it•ms dit•ctly balow let idtlntificlllion Df individulll to b• contact•d. if ntlc.UIJTy, to proc~ thl$ ~~pplication.J 

Nar(_ )/) o -vw~ Title p~A~ Talephone No . .(rnc41dl Area Code) 

.It/ 1 ~ 5-• i'?:.r ?. 
Gf::. J. · CertH;cation 

8. Date Apptla.tion 

tv th t the atatamentt I he\1111 m8d• on this form end etl en:achmonte thereto a re true, eceurate lmd oon~plete. R.c-.d •••••• •• • • • • • wlodge thet any knowlinglty 1elee or misleading Jtetement rrwty be puniehable by fil"'ll 01' imprisonment OT • f6tampedr • 
both vnder eppllceble t.w. • •• •••••• • • •• • • • 

2. Sl11natura 3. Title • • • 

flK C11(:>h ID~s{ 
••• • •••• 

~ Vol~ ~~'(J~ Se{}.)(6tr " • • ••••• 
-.......v •••• 

(/ • • 
4 . Tw.ed N.,t 5. Oet• •••• 

<f?>(atx\+ o/:J rr(oJ 
• " 

"Dol~ 
• " " .. ·~a 

. . EPA Form 8570·1 (Rev. 3-941 Prev~oue ed1tJon~~ ere ob1oltte . Whke- EPA File Copy 1011 01"11111 Yellow • Apptc:.l\ Copy 
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UNITED STATES El-lVIRO~MENTAL PROTECTIOH AGENCY 

March 17, 2003 

Mr. Michael l. Krall 
Consultant Agent 
For 
Innovative Medical Services 
1725 Gillespie Way 
El Cajon, California 92020 

Dear Mr. Krall: 

Subject: Axen30 
EPA File Symbol Number 72977-3 
Letter Dated March 10, 2003 

The labeling referred to above, submitted in connection with registration under 
the Federal Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. 

• A stamped copy of the accepted labeling is enclosed. 

If you have any questions concerning this letter, please contact Adam t:leywar'd 
at (703) 308-6422 or Drusilla Copeland at (703) 308-6224. 

enclosure: 

SYNBO\.. • · · ···· · ••••••···· .................. . ............... . 

:.:"."" : H oooooo••·······. "' o oo o• O H .. . .. ....... .. 

EPA F()(m 1320-1A (1190) 

Sincerely, 

/f1_. ,C.u ..... 'l..l~- ~¥J><·--1 
Adam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 

COHCUMEHaS 

. ................ ····-······ ....................... . ··-··········· .. ·········-······ 
·-·············· ················· ... .. ............. .................. - .................. . 

.AO 
OFFICIAL F1~ COP'( 



thio Form /Form m!J3t bo typod} FOfm OMB No. 2070-0044. Approval ,.. 1-31-96 

&EPA 
United States 

Environmental Protection Agency 
OUice of Pesticide Progr.-n~ (1505CI 

Washington. DC 20460 

Notice of Supplemental Distribution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained final registration for the basic product, the registrant may then supplementally 
distribute his/her product. One form must be submitted for each distributor product and must be signed by the 
distributor involved. The basic registration number and the distributor company number must be shown. 

If a registrant has a potential distributor who does not have a company number assigned. sha/he should have the 
distributor apply, on letterhead stationery, to the Registration Division to have a number assigned prior to submitting 
this fo rm to the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and s.ignature of both the registrant and the distributor. 

EPA Regiatration Numbar of Product 

72977-3 ~ 

Dillribulor Company Number 

69268 1 
-· ··-"-""" -··-····-··--·· -- ·------~---------------------·-·-· 

Note: Oo not submit distributor product labels 
e of ReQi~tored Produ~; -(b~-sic-;;·~d-u_c_f n_a_m_tt-BC_C_B_D_Itt_d_b_v_E_P._~-~--.,-; 0-is-tr-ib-uoor P,~;~;N~m;- -····- -· -·-... -.... -----·-.-;;-·--=;-=•-=:- - -

.• -3~ .... - - - ..... _ -- ----------- ... . ----~ -~rihcal c_ar_c______ ___ _____ • • • 
and Addresa of Oi6ttitxltor (Typo; inc/uds ZIP codBJ 

EnVtrox 
1938 E Faorchdd Street 
Danvoflc . ll G1832-2327 

• 
•••• • • •••• 
•••• • • • 
•• 0 

• 

• • • • 
•• 

•• 
•• 

.------------·--- -- - - ------ ---- -----------------------~~~-----i 
R98d All Conditions Befort, Signing • o •• • 

1. The distributor product must have the same composition as the basic product. 

• • • • • •• •• 
2 . The d istributor product must be manufactured and packaged by the same person who manufactures and packages 

the reginered basic product. 
The labeling for the distributor product must bear the same claims as the basic product, provided. however, that 
specific claims may be deleted if by doing so. no other changes to the label are necessary. 
The product must remain in the manufacturer's unbroken container. 
The label must bear the EPA registration number of the basic product, followed by a hyphen and the distribvtor's 
company number. 

Distributor product labels must bear the name and address of the distributor qualified by such terms as •packed 
tor. .. •, *distributed by ... ·; or ·sold by ... • to show that the name is not -that of the manufacturer. 

7. All conditions of the basic registration apply eQually to distributor products. It is the responsibility of the basic 
registrant to see that all distributor labeling is kept in compliance with requirements placed on the basic product. 

Distributor 

w., inrond ro mOI'ket ovr wodvcr undo~ t!!fl-Dis'fributot Ptodvcr fl!~m~ .sp6cif,-.d tJbov•. svbir~ct to rhtJ condit1ons sp~J~t:ilit:Jd o~t thrs No rico. 

( ) 

·signetur& a?" To_tlo ol ~~oit>uiOt Date 

( __ <.. __ .(______;__ __ (_ 

Reglstn11t 

I •grH thtH thtJ disllib<Jior namod r.bovo """Y disuibvra and .s•ll thu Olstribu ror Product sptJc;liud obovtJ, subjllt:l to th• cc~tditions spociliod on rllis 

Notice. 

Dole 

Whito ·EPA 

50 

I 

••• • • . 
••• • •• 
• • • 
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Axen® 30 
Disinfectant, Fungicide & Virucide* 

Disinfects and Deodorizes 
Restaurants • Hospitals • Schools • Homes • Offices 

Manufactured by ETI H20 
A Division of Innovative Medi\al Services 
1725 Gillespie Way 
El Cajon, CA 92020 
EPA REG. No. 72977-3 
EPA EST. No. 72977-CA-001 
Nt! l Vol. 12 oz. 

Active Ingredient 
Silver' 0.003% 
Citric Acid 4.840% 
Other Ingredients 95.157% 

Total 100.000% 

' FIC'(.I rolytic<~lly generil ted Silv('r ions 
KEEP OUI Or RFACtl OF CHILDREN 

CAUTION 
_..........- ... ·· 
I 
l ':'1. ~ 
; 
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DIRFCTIONS FOR USE 

It is a violation of Federal Law to use this __ p_roduct in a manner inconsistent with its labeling. 

AXEN ~ 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, O<iorlc~s broad ~pec trum antimicrobidl 
d 1s1nfcctant and deodorizer. Proven to kill bacteriil, funl!-u~ Jnd v~ruscs·, AXEN·~ 30 Disinfectant, Fungicidal & 
Virucidal Spray ~hould be used on non-porous environment,, ! hMd surfaces in homes, hospit<lls, nurs1ng homes, 
mediol ilnd dental clinics, laboratones, <1mbulance ;md patient transfer veh1cles, funeral homes, hotels, 
restilurants, schools, day Cilre facilities, ofi!ces. vcterin<~ry clmics, ammal shelters, kennel~. exercise facdit1es, 
beauty and barber shops, subways, train~. a1rplancs, ships, bu~ses and other public transportation vehicles, 
locker rooms, krtchens and restrooms. 

AXEN ~· 30 Disiofec.tant, Fungicidal & Virucidal Spray ha~ bf'e>n fonnul<lted to disinfect hMd, non·porous 
envrronmcntal surfaces IP.•11nted, gl.1zcd tile, plasllc, met,l l, glii$S, gla1ed porcelain) and objects such as walls, 
floors, cmrntcro;, sinks, rorlers, c.1bin~rs. rubs, showers, doorknobs, hghts 5wrtch rovers, telephones, .1pplrances, 
stov<' tops, bed frames, wheckh.)irs, ovcr-b<'d 1.1bles, cxamin:~t ion t.1blcs and w.1s\c cont<uners, tables, .1m! 
charr~. 

FAST, EASY, EFFECTIVE 
General Information 

• AXEN t 30 Disinfectant, Fungicide~! & Virucidal Spray succcs~fully kille>d the fullowrng 
organisms under AOAC protocol~ (In order to cnsurt' thilt all org.u1isms li~tccl are 1<il!ed, you 
ffiliS( liSe the cont<~Cl trmes as cllrc;oct<'d in the Appl1c.11ion ln~tructions): 

Organism - -Pseudomonas aewRJ!29sa 1 

Staf)hylococcus aureus 1 

Salmonella choleracsuis 1 

-··-· 
LJ.sl_eria monoq::tosenes 1 

I Vancom:tcin resistant EnterOC(lcrus fa.ecivm 1 

Methicillin resistant Staellyfoc.occus aureus 1 

Escherichia coli 0 157:H 7 1 

Trichophyton •12~ntagrophytes (Athlete's r·oot Fungus) 
HIV type 1- Strain HTL V !liB 1 

., .. _ - · 
_l:ferpe~implex~-~~::.?._33 F(1) Str.lin ' 
Influenza A VR-544, Hong Kong s~~~:_~------ .... .. 
Rhinovirus R37 VR-1 14 7, Strain 1 5 J. 1~ .. 
~?lio _!ypc 2, VR- 100~La'1sing St~~ -

1 Evaluated in the presence of 5°/o org.1nic soil. 
2 Evaluated in the presence of 1 Ofo organ ic soi l 

.. . 

Kill Time 
30 seconds ·---·-· 
30 seconds 
30 seconds 
30 second~ 

2 minutes 
2 minutes 
2 minutes 

10 minutes 
30 seconch 

1 minute 
-· 

10 minutes ... -·--· 
10 minutes . 
10 minutes --

Fungicidal Activity: AXEN"> 30 Disinfectant, Fungicidal & Virucidal Spray is rffective agilinst Tnchophyton 
mentagrophy(es, the Athlete's foot fungus, Us~> in loch>r rooms, dressing rooms. shower and bath a reils, and 
excrcisf' facilities. 

r>~otiori.tl'S: AXEN·~~ 30 Di~infec.tanl, Fungicidal & Virucidal Spray reduce~ annoying oclors cau~d by 
bacteri<t. Use to control odors in hospitals. nur~ing home~. public rcwooms, an11·nal kennels and barn stalls. In 
pnvat(' homr~. usc in the kitchen, bilthroom, ~ink rooms .lnd 1).1sconents. 

APPLICATION INSTRUCTIONS 

Surf.lCes that are he,wy soiled with orgi'lnic m.)ltcr mllsl he r>r<>-dc.,ne<l prior to using this product. 

General Disinfection: 

J, . .._, 
' . . : 
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For gener..tl dr~infectron ;rnd control of Udctcn.l StiCh rtS PseudomortitS aerugmo~d. Slaphf•lcxoe<: (IS ,wre tJS, 
Salmonf·lla drolc:r.1suis, Listf'ria monorytogenes, Viln('omycu'l Rc~i$tant [/llerococcus faeovm (VRE), 
Mf'thr< clhn Re~rst.lnt 5/aphy/O('O:"c 111 ;wreus (MRSAJ ;md [ K henrftilt roil 01 57:H 7 thr sod;Kc mu~t be 
completely wet with AXEN~· 30 Disinfect.ant, Fungicidal & Virucid .11 Spray for 2 minutes. The suri,lce m<~y 
then b<: wrpcd dry with a clean towel. When usf'd iiS drrccced, AXfN~ 30"' Disinfe<lanl, Fungic idal & 
Virucidal Spray provtdcs protection {rom Pst'?vdomoniis aerof.:illOS.:l, Sl.1flhy/oco('cus aur.~u.s and Sa/m oncl/,1 
cltof<:r,J.WI.\ up to 24 hours after tn t t tt~ l .lppltc,llron. 

Fungu~ Control: 
For effective control of fungus ~urh ,t\ lnchophy1on mcrltilgropllylc(, thr suri.Kc mu~t he completely wN with 
AXEN''- 30 Oi~infe<tant, fungicidill & Vin.J('idal Spray for 10 minute~. The ~urtiiCE.' m3y then be wiped dry 
wrth il <1e,1n towel. Re.apply when cJe,tntng or vvhcn new growth iiPflC:MS 

Viral Control: 
To loll Herpes Stmplcx Type 1 F(l) Stra rn lnflucn1..1 A Virts~. Hong Kong w.un, Rhrnovirt,;~ R.37 Str.:un 15 1· 1, 
l'olto VHu~ Type 2 lansing Strain the $urfar<' most be> completely wet with AXEN''~> 30 Disinfectant, Fungic idal 
& Virucidal Spray for 10 mrtltttes. The surfilce may then be wrpcd dry with a dean towel 

Kills HIV·1 on pre-cleaned environmental surfaces/objects previously soiled with blood/body fluids m health 
carl'! S<'ttings (or other $Cltings rn which there i~ ,,n expPcted likelihood of sot ling of rnanimate surf.:~res/objects 
wtth blood or bod)• fluids, clnd in which the suriace.vohjec.ts likely to be sorted with blood or body fluids can 
he ,1ssooatcd with the potential for transmrssion of HIV): Instructions for Cleaning and Decontamination 
Against HIV on pre-cleaned environmental surfaces/objects previo usly ~oi led with bloocVbody fluids: Personal 
Prot~t:tion: When hilndling ttems sorlc.-d with blood or hody fluids, 1rw ..tppmp;i,tte b;urie r protec tion su<:h as 
latc>x glove~. gowns, masks or eye <:ovenngs. Cleaning Procedure: fl lood and other body fluids mu~t be 
thorouy,:hly cleilned from surf.1ces and obtc<:ts before ilppllc<Jtror) of thr~ dt~inic(tJnt. Contac t Time: Apply 
AXfN' 30 Disinfectant, FunRicidal & Virucidal Spray to .l!NJ 10 lw tre,1ted. The surface mu~l be comple te ly 
wet 1\'rlh AXfN<!· 30 Disinfecl.lnt, Fungicid,ll & Virudd<1l Spr"y fo1 :w second;. The ~urfilcc m<ty then be 
wiprd dry with il clean towel. Di~posal of Infectious Materia l~: Bfofld and other body fluid~ sho1rld bc 
.1utod,wl'd .tnd dtsposed of a<:cordrng to ft:deral, Sl<'lte .1nd loc<1f rcgul .1 trons for infe<tim•s waste d1sposill. 

KEY: The followrng lilngua~e will he printed on the l,1be! of prodvcb intended to be sold to he,l lth f,,olrtics: 

Th rs pm<hKt ·~ not to be used as .1 t~rn11n,11 sJNil;~nVh•gh level dt$infcctac1t 011 any surface or in~tnunent that 
C I ) is ll'llro<lurcd dtrectly rnto the hum.1n lXXI)', either cnto 0r 111 .:ont.lct with the hum;m body, c rt her into or in 

contact wi th the bloodstream. o r normally stenle are.1s of the body, o r 12) cont.K\~ tn tacl mucous mctnhranclo 
I.Jttt w h1dt does not not mil II)' pen(•trJte the blot~ barrier llf otherwo ~t· l'ntc r norm.11ly sterile areas of the body. 
Tim product may be used to pre-clean or decontamrn<~le ('fit•cal or se-mt-crrtical medrcal devices prior to 
stcrrlr l<Hion or high level di~infcction. ____ ... a 

STORAGE AND DISPOSAl 
-·o-;-~~t co•~.~mi!1ate water, food or feed by storag!!...,.~_E i.~eo:;~_l. __ . --------==~-.. 

Do not r€'use container. Rinse thorou~-~£!~.!£. dis_f~c~~ ~~~~~.9_r recyclin_g. 

·-----·----------·-----,-...,-,....,.-::--::---- --·---· -----
IN CASE OF fMERGENCY 

Have the product cont<1 incr or label with you when calling 01 poison control center or doctor, or 
going for treatment. You may also contact CHF.f...ITRfC 1.800-424-9300 for ('mergency mPdical 
tree~tment information. • .. - --- ____ ._ ______ _ _ ________ _ _ ---J 

\ ' ,, '""' ~. 
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Additional language for f ront panel 

Kills Staphylococcus aureus in 30 seconds~ 
Kills Salmonefla choleraesuis in 30 seconds* 
Ki lis Listeria monocy1ogenes in 30 seconds* 
Ki lis Pseudomonas aeruginosa in 30 seconds • 
Kills germs in 30 seconds• 
Kills common household germs 
Ki lis common household germs includi ng Sa/monefla, Staphylococcus, Listeria, and 
E. coli. 
Kills Salmonella, Staphylococcus, Listeria, and E. coli. 
Kills - Bacteria, Fungus and Virus* 
No dulling residue 
Disinfects without bleach1ng 
No harsh chemical smell 
Odorless 
Disinfects household surfaces 
No M ixing Required 

KEY: * = Refer to table 

Alternate language for the back panel 

Kills Staphylococcus aureus in 30 seconds* 
Kills Salmonella choleraesuis in 30 seconds* 
Kills Listeria monocytogenes in 30 seconds,.. 
Kills Pseudomonas aeruginosa in 30 seconds .. 
Kills germs in 30 seconds"' 

KEY: * = Refer to table 

Optional graphics for back of label (graphics are larger here than they will appear 
on the label) 

KITCHEN BATHROOM 
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March 1 0, 2003 

Adam Heyward, PM 34 
US Environmental Protection Agency 
Office of Pesticide Programs 
Regulatory Management Brandl II 
Antimicrobials Division (751 OC) 
1200 Pennsylvania Avenue, NW 
Wa:.hington, DC 20460-0001 

SUBJECT Axen30 
EPA product Reg. Number 72977-3 
Telecom of March 6, and 10, 2003 

Dear Mr. Heyward: 

, \ : ·. · ! 

Attached are three (3) copies of the revi~ed i inal printed label bearing the revisions 
outlined in the March 3, 2003 Registration Notice with the exception of the 
following modifications as verba II y approved by you in our IE' lephone conferences 
referenced above: 

1. The chart will remain as originally submitted and the statement below will 
be added directly above the chart: 

"In order to ensure that all organisms listed are killed, you must 
use the contact times as dir0.cted in the Appli ca tion Instructions" 

2. The following phrases from the 'Additional Language for Front 
Panel " have not been removed but have been revi sed as requested 
to remove the reference to 99.9999% where applicable: 
• No dulling residue 
• Disinfects without b leaching 
• No harsh ch~mical smell 
• Odorless 
• Disinfects household suriaces 
• No Mixing Required 
• Kills Scaph ylococcus aure(JS in 30 seconds"" 
• Ki tis Salmonella choleraesuis in 30 ~econds .. 
• Ki II s Listeria monocycogenes in 30 seconds * 
• Kills Pseudomonas aeruginos.1 in 30 seconds* 
• Ki lis germs in 30 seconds* 

3. The following phrases from the 'Additional L<mguagP for Back 
Panel" h<Jve not been removed but have been revised as requested 
to remove the reference to 99.9999% where appl ic-;-tb iP: 
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• Kills Staphylococcus aureus in 30 seconds* 
• Kills Salmonella choleraesuis in 30 seconds* 
• Kills Lisreria monocytogenes in 30 seconds* 
• Kills Pseudomonas aeruginosa in 30 seconds* 
• Kills germs in 30 seconds* 

Thank you, 
INNOVATIVE MEDICAL SERVICES 

Michael L. Krall' 
President/CE 0 
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UNITED STATES ENVlRONMENT AL PROTECTION AGENCY 
Washington, D.C. 20460 

Certified Mail 

December 17, 2003 

Michael L. Krall 
The consultant for 
INNOVATIVE ftfEDlCAL SERVICES 
1725 Gillespie Way 

OFFICE OF' 
PREVF.NTTON, PESTICIDES 

AND ~OXlC SUBSTANCES 

• El Cajon. California 92020 

• 

Subject: AXEN® 30 
EPA Registration No. 72977-3 

Dt!ar Mr. Krall: 

It was brought to my anention that the label stamped March 17, 2003 did not include the 
revisions as stated in the Registratitm Notice d.ated March 3, 2003 (copy enclosed). Therefore, the 
label is not acceptable. 

Within 30-days from the date of receipt of this certified letter, you must submit three (3) 
copies of the label ing bearing the revisions as stated in the Notice of Registration. Failure to comply 
with the conditions of the registration will result in cancellation of the subject product in accordance 
with FlFRA section 6(e). 

Should you have any questions or comments concerning this letter, you may contact me at 
(703) 308-6422. 

cc: l.aird Regulatory Consultants, Inc. 

enclosure: 

Sincerely, 

Adam Heyward 
Product Manager 34 
Regulatory Management Branch ll 
Antimicrobials Division (751 OC) 
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United Statu 

•!!.,EA~ Environmental Protection Agency 
.._, Office ol Pesticide PIOQIIIITIO (7505Cl 

Weehing1on, DC 20460 

Notice of Supplemental Distribution of a Registered Pesticide Product 

Instructions 

After a registrant has obtained final registration for the basic product, the registrant may then supplementally 
distribute his/her product. One form must be submitted fcx each distributor product and must be signed by the 
distributor involved. The basic registration number and the distributor company number must be shown. 

It a registrant has a potential distributor who does not have a company number assigned. she/he should have the 
distributor apply, on letterhead stationery, to the Registration Division to have a number assigned prior to submitting 
this form to the agency. 

This Notice of Supplemental Distribution must be submitted by the basic registrant. The completed form must have 
the concurrence and signature of both the registrant and the distributor. 

Reaictration Number of p,aduct Distributor Compenv Number 

81056 
·-····-···--·-- ---·---·----- ··· --··-···· ··-·-·-- -----...1..._ _________ _ 

Note: Do not submit distributor product labels 

ol Reojs1e1ed P1oduct tbosic product nom• eccl/pf(ld bv EPA/ 

30 
Ointtibulor Product Nome 

Clcur Soluhons 

___ 1. _. 
end Address of Oistribu l or {Type; inclvd• ZIP cod• I 

Eanh V1tafity Scents 
219 W ~dar Avc .. ll7 
Flagstaff. AZ 86001 

........- ......- ·· -·· • • • •• •• 
0 

•• • • • • • •• 
• •• • • • •••• 

•• • • 
•• 

•• 

•• • • 
• • • • 
• 

~-------------------------------------------------···---··----------------------------------L------.~.· 
Read All Conditions &forB Signing •••• 

0 • 

•• •• 
1. The distributor product must have the same composition as the basic product. :••• 

···~ 2. The distributor product must be manu·factured and packaged by the same person who manufactures ana pack.ages 
the registered basic product. 

3. The labelmg for the distributor product must bear the same claims as the basic proc!u<:t, provided, however, that 
specific claims may be deleted if by doing so, no other changes to the label are necessary. 
The product must remain in the manufacturer's unbroken container. 
The label must bear the EPA registration number of the basic product. followed by a hyph~n and the distributor's 
company number. 

6. Uistributor proauct labels must bear the name and adoress ot the distrcbutor quaiified by such terms as wpaci<ed 
for . .. "." distributed by ... ·; or ~sold by .. . " to show that the name is not that of the manufacturer 

7. All conditions of the basic registration apply eQually to disttibutor products. It is the responsibility of the basic 
registrant to see that all distributor labeling is kept in complinnce with requirements placed on the basic product. 

Distributor 

W~ inr•nd co ·mtuk•t ovr prodvct IJ.I)dor th~ Distributor Ptoduc! Nsmo speclfr8d 9bow;, :~vbjoct to th~ conditions Sp9cified on thi s No ric•. 

Date 

-.3 · l i: .. Djf__ 

Reglstlan1 

1 8flt 88 lfltJt th~J di$triburor nsm<ul ubovo may di stributo ond Sfl/1 tho {)fsttibvtor Product spocifi•d sbovq, subifX:t to th<JJ conditions spociliod on rhis 

Notico. 

Oete 

i_@_ __ _ ('h /~··: t 4-·· 

EPA Form 8570·5 !Rev. 8·941 Prevu)uS odot1ons a<o ob,ole te. White· EPA 
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T 
TASK ASSIGNMENT FORM 

Antimicrobial Division/Regulatory Management Branch II 

A Completed . by Product Manager 

RMH II TEAM 34 

Description of Action: EPA File Symbol/Reg No.: 

/ ~-__ft· 7 7 - ~3 
I Fee for Service Action Code: 

FQPA Action Code: ~,..] ·-; 2.- Non-FQPA Action Code: Fee for Service Fee: $ 

MONTH DAY YEAR 

APPLICATION DATE l) ~~~~ /tJ ·- 7 .... I_-.t:-.- ·0 u ·. 

f:PA PIN DATE .0_2 .l2-- --..z. ~/J C";) ~ 

.WER •SSIGNED DATE /) -'"'.s J 'Y/ -~: () t;;' 1-j-
DATE DUE TO PM .) 1;J / t..{'"'' .. -;.~ /) u 4' 

OATF. DUE OUT OF AGENCY r;-·~ /C/ ~~ Z' 0 t-f 
T~·pe of Data: Product Acute Efficacy Environmental Ecological Chronic 

rt. 0 Toxicology 0 0 Fate 0 Effects 0 Toxacoaogy 0 

COMMENTS: 
~· 

DP Barcode No(s): 

B Ill For Arctic Slope Contract Only 

Contractor: Arctic Slope I! Contract No.: l1l TOPO/Ait. TOPO: 

Draft Task: Signature--·--·-.. -·-·-·---··-.. -­
(Est. hrs) 

Final Task: Signature-------·-----· 
(Total hrs) 

C Reviewer's Comments: 

Response Code: Response Date: 

Exposure 
0 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
wASHINGTON I DC 20460 

OFFICE OF 
PREVENTION , PESTICIDES 

AND TnXl C SUBSTANCES 

March 17. 2004 

Elizabeth A. Brown, Ph.D. 
Consultant 
ChemReg International, LLC 
Agent for ETl H20 
1990 Old Bridge Road. Suite 201 
Lake Ridge, VA 22192 

Subject: Axen® 30 
EPA Registration Number 72977-3 
Application dated March 10, 2004 

Dear Dr. Brown: 

This will acknowledge receipt of your notification, submitted under the provisions of 
PR Notice 98-10, FIFRA section 3 (c) 9. 

Proposed Notification: 

~ add optional marketing statements 

General Comment: 

Based on a review of the material submitted, the following comment apply. 

A copy of the notification has been inserted in your file for future reference. 

Should you have any questions concerning this letter, please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003. 

Sincerely, 

~.ldt /{_(__ ---~ ~1;,_-Ul/o-

{

Adam Heyward 
Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (751 OC} 
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PleBSe re/HI 

&EPA 
form 

United States 

Environmental Protection Agency 

Check if this is a new address Product Name 

3 PrOPOSed Classification 

Amendment - Explatn below Final printed labels in respons e to 

Resubmisslon lf'l response to Agency letter da:ecl ___ -··- ___ _ 
Aoencvletlerdated 

[] "Me Too" Application 

Notilicahon - Explain below 

DYes 

~No 
•certlffcstlon must 
be submlned 

Container 
4-32 oz; 1-220 gallon 

Certification 

No. per 
container 

I ccnily that the ~Uitemenl~ I have lll.lld~ on lhi~ fMm and all atl.lichmcnt~ thcrctu are true, accur.m' und complete. 
l acknowlei~J..'<~ that an~- k.nuwillj.lly false or l'llkkadilll! statement may be punlshabl~ by fine or impriS()nment ur 
both under w 

2. Signature 

4 Typed Name 
El12abeth Anne Brown 

3. Tille 
Authorized Agent 

5. Date 
March 10. 2004 

Metal 
Plastic 
Glass 
Paper 

Other (Specrty) ----

Area Code) 

Received 

(Stamped) 
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1990 0Ln BRIDGE RoAn, SutTf: 201 
LAI<F: RIDGE, VIRGINIA 22192-2383 

MAIN: 
Fax: 

703-492•0445 
703-492·0668 

ELIZABETHA. BROWN, PH.D. 

March J 0. ::!004 

Document Proce:;sing Desk CNOTIFl 
Office of Pesticide Programs C7:'i04C) 
U.S. Environmental Protection A~ency 
Room 266A. Crystal Mall 2 
I 92 I JeffefSlm Davi~ Highway 
Arlington. VA 22202-4)01 

Attention: Adam Heyward <PM ~4) 

Ha11d Delivery 

E-MAil,: brown@chcmreg.com 
WEtl SITF.S: www .chemreg.com 

www. pcsticide.net 

Re: Axen 30, EPA Reg. No. 72977-3 
Notification of other laheling: revi!-.ions per PR Nor icc 98- J 0 

Dear Adam: 

On he half of our <.:lit:nt. ETI H20. we are nottfying for optiomd marketing statcrnt!nts for .. Axen 
10 ... This submission is in full compliance with the notification procedure a1o identified in PR Notice 98-
10. This is a resubmission of the notificalion originall y ~ubmitted on December 3. 2003. in accordance 
with our phone call of March 9. 2004. During that phone call. you requested that this nmification be 
resubmitted and identified that you would expedite acceptance based on your funhcr consideration. 

As required by PR Notice 98-10 for notifications for other labeling revision~. cnclo~ed please find 
the following: 

I . Application Form (8570-1 ), includin~ the PR Notice 98-10 Certification Statement 
2. One copy of the product labeling with each of the changes highlif! hted. 

Please let me know if you have any questions :.~hout the enclosed item~. Please either fax me a 
copy of the Agency·~ acceptance of thi~ notification or contact me to pick up a stamped, accepte:d copy. 

I I , ~ ' . ', ... :. ... ,'. 

Eli'l.aoeth Anne Brown 

cc: ET1H20 

CONSlfl,TANTS TO S UCCESS'"' 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical. Pesticide, 
Bio-Chemical and Life Science Companies on a W.de Range oflssues, Including Regulatory 
Strategies, Registration, Data Support and Compensation, Quality Assurance, Study Dcsi~ 

and Scientific Matters. 62 
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Axen® 30 
Disinfectant, Fungicide & Virucide* ~~'1&: .... 

(Disinfects and Deodorizes) 
(Restaurants) • (Hospitals) • (Schools) • (Homes) • 

(Offices) 

Manufactured by ETI H20 
A Division of Innovative Medical 
Services 
1725 Gillespie Way 
El Cajon, CA 92020 
EPA REG. No. 72977-3 
EPA EST. No. 72977·CA-00l 
Net Vol. 32 oz. 

Active Ingredient 
Silvert 

C itric Ac id 
Other Ingredients 

Total 

0.003% 
4.840% 

95.157% 
100.000% 

1 Elec trolytically generated Silver ions 
KEEP OUT OF REACH OF CHILDREN 

CAUTION 



•• 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in o mcn.ner inconsistent with its 

AXEN® 30 Dlsfnfectont, Fungicidal & Virucidal Spray Is a colorless, odorless brood spectrum 
antimicrobial qlsinfectant and deodorizer: Proven to k!ll bacteria,.fungus and viruses•, AXEN® 30 
Disinfectant, Funglcldot & VIrucidal Spray should be used on non-porous environmental hard 
surfaces In (homes), (hospitals), (nursing) (homes), (medical and dental dnics), (laboratories), 
(ambulance and patient transfer vehicles], (funeral homes), (hotels), (restourantsr. (schools), (day 
core tocifrties), (offices). (veterinary clinics), (animal shelters). (kennels}, (exercise facilities). (beauty 

' and barber shops). (subways), (1rains). (airplanes). (ships>. (busses) and (other public transportation 
vehicles), (locl<er rooms), (kitchens) and (restrooms). 

AXEN® 30 Disinfectant, Ftmgfcldal & VIrucidal Spray has been formulated to .disinfect hard, non­
'porous environmental surfaces (pointed, glo2ed tile, plastic, metaL glass, glazed porcelain) and 
objects Including· (walls). (floors). (counters). (sinks), (toilets), (cabinets), (tubs). (showers). 
(doorknobs). (lights switch covers). (telephones). (apprtances), (stove tops). (bed frames). 
(wheelChairs).· (over-bed tables), (examination tables) and (wciste containers), (tables), and 
(chairs). 

DhiS. proCI"Lic-tYC:an.6e-usea·rnc'Onti~US'eCi.in(homeS)~(sthoOiS):·~{nurseifesflaC:i'Y'Careceli·re;;5J: 
Xplayrooms), (ployground·af'!g~r~!~91i9.0..9I.f9..£lliti~J. _t~~ti(QQ~)~:..(ldf£bio.§t.:J[~J99£DS_qrl9L9iz 
QQthiQQ!:t'..§l, .. (~.Q.Q.9iP.~~-s).• 

Useto dlslnteci.th"e toiiO:wi'nci·'hord. r.ioO:-poious·:su·rra·c-es:··£CiWIC1re.n'ifovsT.'"<tovsf·ft'oy t)bX(s5):-(ciiai>er 
• , , , t , , , • , , , , , , , : , • , ~ , , I 

paH(s)), (diaper a:honglng t9ble(s)};·,(bothr9om.Gnd/or kitChe('l.counter(.s)l .. (d~sk~s)~ .. {plpy'tob.le(s~l) 

:ccomputer keyboard) . (teleph(>ne) (doorl<nob(s)J. Oungle .. g'f.!'fl(s~}/'~gyJ:l..QY.~~$.)}.j£1}\t9..~9£.~qt)] 
:c~~~~~)J.!(~s!QJ~))~(J?.!C?.YP_~£l.<~~).:.J9£fivl!'f_£_~riter~S)).!Jtan.Di.i:lg~dsli 

FAST, EASY, EFFECTIVE . 
General Information 

• AX EN® 30 Disinfectant, Fungicidal & VIrucidal Spray successfully killed the 
following organisms under AOAC protocols (ln order to ensure 1hot all organisms 
listed ore killed. you must use the contact times os directed in the Application 
Instructions): 

· ·,:Organism • .. . ::: . . . ' .. • •• !' 

Pseudomonas aeruginoso 1 

Staphylococcus oureus 1 

Salmonella choleroesuis 1 

Listeria monocytogenes 1 

Vancomycin resistant Enterococcus foecium 1 

Methicillin resistant Staphylococcus oureus 1 

Escherichia coli 0157 :H7 1 

Trichophyton mentaorophytes (Athlete's Foot FunQus) 
H!V type 1- Strain HTLV IIIB 1 

Herpes Simplex Type 1 VR~733 F(l) Strain z 
Influenza A VR-544, HonQ KonQ strain 2 

Rhinovirus R37 VR-1147, Strain 151· 1 z 
Polio Type 2, VR-1002. Lansino Strain 2 

1 Evaluated in the presence of 5% organic soli. 
2 Evaluated in the presence of 1% organic sol! 

··.Kifl·l'lme . ' . . 
30 seconds 
30seconds 
30seconds 
30seconds 
2 minutes 
2 minutes 
2 minutes 

10 minutes 
30seconds . 

1 minute 
10 minutes 
10minutes 
10 minutes 
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Fungicidal Activity: AXEN® 30 DisinteC:tont. Fungicidol & Virucidal Spray Is effective against 
Trichophyton mentogrophytes, the Athlete's foot fungus, Use in locker rooms, dressing rooms, 
shower ond both areas, and ~xercise facilities. 

Deodorizes: AXEN® 30 Disinfectant. Fungicidal & Virucidal Spray reduces annoying odors caused 
by bacteria. Use to control odors in hospitals, nursing homes, public restrooms. animal kennels and 
bom stalls. In private homes, use in the kitchen, bathroom, sink rooms and basements. 

APPLICATION INSTRUCTIONS 

Surfaces that ore heavy soiled wtth organic matter must be pre-cleaned prior to using this 
product. · 

Genercl Disinfection: 
For general disinfection and control of the bacteria Pseudomonas aeruglnoso, Staphylococcus 
aureus, Salmonella choteroesuis, Listeria. monocytogenes. Vancomycin Resistant Enterococcus 
taecium (VRE). Methicillin Resistant Staphylococcus oureus <MRSA) and Escherichia coli Ol57:H7 
the surface must be completely wet with AXEN®JO Disinfectant, Fungicidal&: Virucidal Spray for·2 
minutes. The surface may then be wiped dry with o clean towel. When used os directed, AXEN® 
30""' Disinfectant, Fungicidal & Vlnscidal Spray · provides protection · from Pseudomonas 
oeruglnoso, Staphylococcus aureus and Salmonella choleraesuis up .+o 24 hours otter Initial 
application . 

Fungus Control: 
For effective control of the fungus Trichophyton mentagrophytes, the surface must be completely 
wet wtth AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The surface may then 
be wiped dry with o clean towel. Re-apply when cleaning or when new growth appears. 

Viral Control: 
To kill Herpes Simplex Type 1 f(l) Strain Influenza A Virus, Hong Kong strain. Rhinovirus R37 Strain 
151-l. Polio Virus Type 2 Lansing Strain the surface must be completely wet with AXEN® ~o 
Olslnfectant, Fungicidal & VIrucidal Spray for I 0 minutes. The surface may then be wiped dry wi1tl 
o c lean towel · 

Kills HIV·l on pre-cleaned environmental surfaces/objects previously soiled with blood/bOdy 
fluids In heolth core settings (or other settings in which there Is on exp~ted likelihood of soiling of 
inonlmote surfaces/objects wifh blood or body fluids. and in which the surfaces/objects likely to 
be soiled with blood or body fluids con be associated with the potential for transmission of HIV): 
Instructions for Cleaning and Decontamination AgainSt HIV on pre-cleaned environmental 
surfaces/objects previously soiled with blood/body flulds: Personal Protection : When handling 
items soiled with blood or body fluids. use appropriate barrier protection such as latex gloves. 
gowns. masks or eye coverings. Cleaning Procedure: Blood and other body fluids must be 
thoroughly cleaned from surfaces or.~d objects before application of this disinfectant. Contact 
Time: Apply AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray to area to be treated. The 
surface must be completely wet with AXEN® 30 Disinfectant, Funglcid<::IJ & Virucidal Spray for 30 
seconds. The surface may then be wiped dry with o clean towel. Disposal of Infectious Materials: 
81ood and other body fluids should be autocloved and disposed of according to federaL state 
and local regulations for infectious waste disposal. 

. . 
KEY: The following language will be printed on the lobe! of products rntended to be sold to 

· health ·focilitles: 

This product is not to be used as a terminal sterilonf/high level disinfectant on any surface or 
instrument ltlot (1} is Introduced directly into the human body, either into or in contact with the 
human body, either into or In contact with the bloodstream, or nprmally sterile areas of the body, 
or (2) contacts intact mucous membranes but Which does not normally penetrate the blood 
barrier or otherwise enter normofty sterile areas of the body. This product may be used to pre­
clean or decontaminate critical or semi-critical medical devices prior to sterilization or high level 
disinfection. 
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STORAGE AND DISPOSAL 
Storage: Do not contaminate water. food or feed by storage or disposal. 
Dispose I: Do not reuse container. Rinse . thoroughly before discording in trash or 

recycling. 

IN CASE OF EMERGENCY 
Hove the product container or Iobei with you when calling o poiso0 control center or 
doctor. or going for treatment .. You may also contact CHEMTREC 1·800-424·9300 for 
emergency medical treatment inf.ormotion . 
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Additional language for front panel 

Kills staphylococcus aureus in 30 seconds* 
Kills Salmonella choleraesuis in 30 seconds· 
Kills Listeria monocytogenes in 30 seconds* 
Kills Pseudomonas. aeruginosa in 30 seconds* 
Kills germ~ in 30 seconds* 
Kills common household germs 
Kills common household germs including Salmonella, Staphylococcus. 
·Listeria, and E. coli. 
Kills Salmonella, Staphylococcus, Listeria. and E. coli. 
Kills- Bacteria, Fungus and Virus• 
No d ulling residue 
Disinfects without b leaching 
No har~h chemical smell 
Odorless 
Disinfects household surfaces 
No Mixing Required 

KEY: ·~ Refer to table 

Alternate language for the back panel 

Kills Staphylococcus aureus in 30 se.conds* . 
Kills Salmonella choleraesuis in 30 seconds* 
Kills Listeria monocytogenes in 30 seconds* 
Kills Pseudomonas aeruginosa in 30 seconds* 
Kills germs In 30 seconds* · 

KEY:·~ Refer to table 

• ;A'Ife~np1_e .. ici'~g1i99~rortttiir9.f)J:~~fti~.~-:.P..Qn"~l 
,Hospitality ~8.YLr9..'l~.~b! · . 
'lnstitutionat. 
c ··--- - ·- - .. ·--· 

Childcare Environments· 
:&1~~9JcQJ_ ~·.t--~u~in9 .. ~6Y.i~o0m?n! 
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Optional graphics for bock of Iebel (graphics are larger here than they will 
appear on the label) 
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Elizabeth Brown To: Adam Heyward/DC/USEPAJUS@EPA 
<brown@chemreg.corn cc: "Blount Dolana (E-mail)" <dblount@imspure.com> 
> Subject discussions on 72977-3 

03/0212004 09:22 AM 

Adam: 
As requested durjng our phone call this morning, the following are the background items and 
issues on this registrations that we will discuss on Thursday, March 4 (I will call you about 7:15 
am) . I hope we will be able to clarify any outstanding concerns at that time. This is a bit long, 
but I wanted to be sure we have all the same pieces and are talking about the same things. 

Background: 
• On March 3, 2003, the Agency issued the initial registration for this product, with 

a requirement for multiple label revisions. 
• On March 10,2003, the registrant submitted the required revised printed labels, 

based on the Agency's March 3 notice of registration and telephone conversations 
with you on March 6 and March 10. The agreements reached during the 
telephone conversations were outlined in the registrants letter with that 
resubmission. 

• On March 17, 2003, the Agency ~pproved the revised labeling without 
requirement for any further revisions or modifications. (We note that the March 
17, 2003 stamped accepted label image does..!1Q! appear on EPA's website with the 
March 3, 2003 label). 

• On December 3, 2003, a notification consistent with PR 98-10 was submitted to 
add optional marketing statements for the registered uses as a disinfectant for 
hard, nonporous surfaces. (The cover letter and EPA pin-punch receipt date are 
December 3, 2003; the date on the application form (EPA Form 8570pl) is 
November 25, 2003). 

• On December 17, 2003, the Agency sent a letter to the registrant stating that the 
label stamped March 17, 2003 did not include the revisions as stated in the March 
3 notice of registration. (Note that this letter does not acknowledge the March 6 
and 10 agreements reached with the Agency nor does it mention the December 3, 
2003 notification submission). 

• On January 15,2004, after the registrant spoke with you about the December 17, 
2003 letter (received by the registrant on January 5, 2004), they submitted revised 
labeling to the March 17,2003 stamped accepted label to make an additional 
minor modiflcation, reiterating the March 6 and 10, 2003 agreements. (Note that 
the label submitted on January 15, 2004 did not include the optional marketing 
statements submitted under notification on December 3, 2003). 

• On February 25, 2004, the Agency sent a letter stating that the "amendment" dated 
November 25, 2003 was not acceptable, requiring response to the Agency letter of 
December 17, 2003 and stating that additional claims could not be added, with 
general comments about uses that needed to be revised. (This refers to the 
notification that was submitted on Dec 3, 2003 although the application form was 
dated November 25, 2003). 
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The areas I would like to discuss with you and to obtain clarification from the Agency are as 
follows: 

• The Agency approved the label for Axen 30 on March 17, 2003, based on 
revisions made in agreement with the Agency. Yet the Agency's letter of 
December 17, 2003 states that the revisions required in the Notice of Registration 
were not made, seemingly ignoring the agreements reach with the Agency on 
March 6 and I 0, 2003 and documented in the resubmission on March 10, 2003. 
Could you please clarify what concerns the Agency has or confirm that the label 
submitted Jan 15, 2004, revised in accordance with the Agency's written and 
verbal direction, is acceptable (with clarification for notification, following)? 

• According to PR 98-l 0 (Section IV(A)(2)), the Agency must inform the registrant 
within 30 days of submission of a notification if the notification is disapproved 
and state the ceasons why. The registrant can sell or distribute the product bearing 
the changes made under notification 60 days after submission if the Agency has 
not disapproved the modification by that time (specific approval is not required). 
The notification for this product was submitted on December 3, 2003; the 30 day 
period for EPA to disapprove the notification was January 2. 2003, and the 60 day 
period expired on February 1, 2003. 

The registrant did not at any time receive anything from the Agency disapproving 
the notification. Thus, the submitted notification is considered acceptable under 
Agency policy and procedure. However, the February 25, 2003 letter from the 
Agency (outside of both the 30 day and 60 day required timeframes) denies the 
submission, apparently considering it to be an amendment rather than notification. 

• Can you please address whether the notification is effective in light of the 
Agency's policy regarding timings? 

• Regardjng the Agency's 1etter of February 25, 2004: The Agency has 
provided its internal guidance to industry that confirms all hard, nonporous 
surfaces for disinfectants are covered by registration for hard, nonporous 
surfaces assuming the use sites are covered (Internal guidance for the 
review process for registration and use directions for floor wipe towelette 
products, 1 0/ 16/03 ~ "floors do not represent a new use site for labels 
which already specify treatment on hard, non~porous surfaces"). While 
this guidance is for towelettes, it is consistent with the Agencis many 
prior decisions for disinfectants used on hard, non-porous surfaces -
specific items do not need to be added as new use sites within the use site 
categories; the specific items do not need to be identified but can be listed 
as optional marketing statements within the categories (eg., see 777-89). 

Axen 30 is registered as a disinfectant for hard, non-porous surfaces in " 
homes, hospitals, nursing homes, medical and dental clinics, laboratories ... 
schools, day care facilities ... kitchens .. .'' (emphasis added). Given that, 
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could you please explain the concerns expressed in the Agency letter of 
February 25, 2004? AU of the optional marketing statements are for 
common hard, non-porous surfaces within those use sites and are 
commonly listed as optional marketing statements on other disinfectants 
for hard, non-porous surfaces. These have not previously been considered 
to be additional claims or new use sites. 

I would like to ensure that the registrant understands the Agency's concerns, policies (and any 
changes from past policy which are being implemented with the more recent actions), and then 
make certain that the registration for this product is revised/corrected as needed or that the label 
as it currently stands is determined to be acceptable. I'm concerned that there has been some 
miscommunication or perhaps that communications have crossed each other without being fully 
addressed. 

Thanks very much for your help on this. I'll look forward to talking with you on Thursday 
morning to get this figured out. 

Elizabeth 

Elizabeth Anne Brown. Ph.D. 

Director. Scientific & Regulatory Affairs 

ChemReg lntemational 

1990 Old Bridge Road. Suite 201 

Lake Ridge, VA 22192 

Phone: 703-492-7905 

Fax: 703-492-0668 

Email: brown@chemreg.com 

Legal Notice: This electronic mail and its attachments are intended solely for the person (s) to whom they 
are addressed and may contain information which is confidential or otherwise protected from disclosure. 
except for the purpose they are intended to. Dissemination, distribution, or reproduction by anyone other 
than their intended recipients is prohibited and may be illegal . tfyou are not an Intended recipient, please 
immediately inform the sender and send him/her back the present e-mail and its attachments and destroy 
any copies which may be in your possession. 
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PM WORK ASSIGNMENT SHEET 

PM_---:3::....4=---

DESCRIPTION OF ACTION: ------ - ---=--
. -/ .. ,., ,_4 ~/ I r '-

,.._ - ·· ' . I 
SUBMISSION BAR CODE: S _ ____,.' c....,--~-c........:....· ~~'-""'::::.:=::-::'.:---------.,.. 

.1 ! 
I ·. L '.; _1

1 ~ ; . .. · r .' r' . 
. . . 

• ------ ... _ ! \ 

PRODUCT REVIEWER: . ~:~ ·,=-; .~-~ 4~·( . 

FILE SYMBOUREG NO.: _,__·~· ·-=--· "-" ....,.· .. _1 _-;.._,--J_ . ..:.../_· _--__ -~_. _ 

NON-FQPA ACTION CODE: 

AMOUNT OF TIME TO COMPLETE TASK (ASRC only) 

APPLICATJON DATE 

EPA PIN DATE 

REVIEWER ASSIGNED OA TE 

DATE DUE OUT OF AGENCY 

Product Chemistry : 0 

MONTH 

I . / 
I / , 

... .. > ' /' 
I 

~... .. l 

/", • 'I , .• 

TYPE OF DATA 

Product Toxicology: o 

--
HOURS 

DAY YEAR 
~· 

04 
- . -·. ( ." 

04 ,... . . \,.. 

, ... 
. I / . 04 '·· 

"' ' -, 
04 

Efficacy: D 

RASSB: 0 HEO TOX 0 ENVIRONMENTAL FATE 0 FISH/WILDLIFE 0 

Other o ------------ - -

COMMENTS: 

JACKET(S}/FILE SHOULD BE ;)~MITTED WITH YOUR LETTERS .~~R SIG~;¥-.BE ,., 1./ 
RESPONSE CODE: : / .,...- RESPONSE DATE: .?-' I ~ I ( , 

- MO Day Year 
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PM WORK ASSIGNMENT SHEET 

DECISION ___ . ..,._. _ _::"'-·; . ...;..;.::~~-·--:~;_/.:_.· _ .. _.-· ___ _ PM '\ , ... :' . ., . 

DESCRIPTION Of ACTION: ---------------------------------
SUBMISSION BAR CODE: S _ 1L-....f'_-_:._.· __ l_)-~-'-;-~:· i:.....:~~-_. ____ _ 

-. ' 

PRODUCTREVfBNER: ~-~-· ~--~-·---··~:--·-~~-~~/~·-~~L·U--·~~:~·,~~~-----

FILE SYMBOUREG NO.: __ -_-- -·=~-~ -·-f-)----!,___·_._--_ .. ---o.:.··_J __ 

FQPAACTtON CODE: J" ;·~~~ }. · NON-FQPA ACTION CODE: __ 

( L-A_M_o_u_NT_ o_F_r_IM_E_r_o __ co_M_P_L_ETE_~rA_s_K_;.(A_s_R_c_o_n~ly):_.... __ .r..;j H;..;.O~U.;..R;.;;;S======-.......J( · 

MONTH DAY YEAR 
-

~ APPLICATION DATE " ) (. .J 

EPA PIN DATE 1 
j 

·J -:) 
• > 

-· .. , ,·::. . 
REVIEWER ASSIGNED DATE . ' . . -. 

' ; . ' : . ) 
· ' ,_,. . } .... 

I - .. 
y 

DATE DUE OUT OF AGENCY , .. ' ..... 

TYPE OF DATA 

Product Chemistry: o Product Toxicology: o Efficacy: 0 

• RASSB: D HEO TOX D ENVIRONMENTAl FATE D FISHIWILDUFE 0 

other D -------------------
COMMENTS: 

JACKET(S)IFILE SHOULD BE SUBMITTED WITH YOUR LETTERS FOR SIGNATURE 

RESPONSE CODE: ___ _ RESPONSE DATE: ------'/ ___ ___,/ ___ _ 
MO Day Year 

:) 
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UNITED STATES EMVCROMMEMTAL PROTECTION AGENCY 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

February 25. 2004 

Elizabeth A. Brown, Ph.D. 
Consultant 
ChemReg International. LLC 
Agent for ETI H20 
~ 990 Old Bridge Road. Suite 201 
Lake Ridge, VA 22192 

Dear Dr. Brown: 

Subject: Axen® 30 
EPA Registration No. 72977-3 
Application Dated November 25. 2003 

OF'f !C£ Of 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

The following amendments submitted in connection with registration under the Federal 
Insecticide, Fungicide, and Rodenticide Act. as amended, are not acceptable for the following 

reasons: 

Proposed Amendments: 

Response to Agency Letter dated December 17. 2003 It Adding additional claims to label 

General Comments: 

1. You must delete the claims children's toys, toy box. diaper pails. diaper changing table. 
kitchen counter. play tables. jungle gym. playhouse. child car seat, strollers, playpens and 
activity centers. 

2. You must specify cite(s) within the various facilities. You must also specify the matenal 

of the cabinets. 

3. Remove pictures of playroom from the label. 

SYNIOL • 
... ,R" •-£'"' ••••• ••••••••••· .. ·•••• • • •• •••••·- ·••••• .. •••• •• ••• •••••••••••••-• • ... .._ ... , ·- . ---····-···-· ········-······· ·-··········· .. -·· .. --

l 
I 

.. ATD' L ~•••••••·•···•·•·• a.-•••••••••••••• ·••·•••-••••·•••• .. .., , . ...... .. ,,,,..,,, ....... - ... •-• ·•-·•n-•-••u ·--u•u••·- ••••••oo• n ' -• 

E~ Form 1~1A (1190) OP~~ PILE COPY 
'U.S.a--~ · - 110 ... IOI?a 



UHITEO STATES EHV1RONMENTAL PROTECTION AGENCY 

Other Comments: 

Should you have any questions or comments concerning this letter. please contact me at 
(703) 308-6422 or Renae Whitaker at (703) 308-7003. 

• 

:::.: -··············- ·······-···-·- ··········-····· 
OATt! , • . •••••••••.• • • • • • ••••••••••••·•••• •••••••••••··•••• 

eP»\ Form 132G-1A (1180) 

Adam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 

.......................................... ········-·1J····· ..................... t--- ......... ....... 

••••• .... • • • • ••• • •• •••• .......... • •-•••••••.,..•••• • ...,._.._• ••••- . ..... at tt I e•a 

OPFICJAL FlU! COPY 



• 

January 15, 2004 

Adam HPywMd, PM 34 
US EPA 
Offic..:~ of Pe~ticide Progr.1ms 
Regulatory Branch II 
Antimicrobials Divis ion (751 OC) 
1200 Pennsylvania Ave., NW 
Washington, DC 20460-0001 

SUBJECT: A xen30 

• • . 
• • • 

• • .. • • • • • • • •• 

••• •• 0 • •• • • •• 
0 • •• • • 

• 
0 • . • • • • • • 

• • 

• • • • • • 

• • • • • • •• • 
0 

• • • • 

• • 

• • • •• . . . . . ' . . . .. ~ . . . . . . . 

EPA Product Regi~tr<J tion Number 72977-3 
Rep ly to December 17, 2003 letter, received January 5, 2004 

Dear Mr. Heyward: 

' \ : ; 

I am in receipt o f your letter elated December 17, 2003 which claims that we did 
not amend our product label as detclilc·d in your March 3, 2003 letter. 

As you wi II reed II, I spoke with you on M'trrh 6 and March 1 0 to discuss certain 
:tems contained in your March .1, 2003 letter. Together, we agreed to certa in 
modi ficati ons o f the iten1s to b<:> .unend<:-d dnd I submitted to you a letter 
summarizing our conversation ancl det<1i ling our understanding of the changes to be 
made, along with 3 copies of the fincll .:llnE'nd€'d label . Subsequently, w e received a 
stamped approved label dated Mclrch I 7, 2003. A copy of our reply lette r is 
,1ttached for your reference. 

Upon re-reviewing the March 3 l,1bel ,mel our reply, I do see that we neglected only 
to eliminated the phrase "such as" from two locations (ref. Item 2(i)). Attached is the 
revised labef deleting this phrilse wlwrewr it appeared. I apologize for the 
confusion and thank you for bringing it to our attention. 

Should you have an further concern~, pleCl.s~~ do not h~s itate to contact me. 

Best Regards, 
INNOVATIVE MEDICAL SERVICES 

· Michael Krall 
Presiclent/CE 0 
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March 10, 2003 

Adam Heyward, PM 34 

• • • • • • • • • • 

US Environmental Protection Agency 
Office of Pesticide Programs 
Regulatory Management Branch II 
Antimicrobials Division (7 51 OC) 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460-0001 

SUBjECT Axen30 

• •• .. . 
• • • •• 

EPA product Reg. Number 72977·3 
Telecom of March 6, and 10, 2003 

Dear Mr. Heyward: 

• • • • • • • • • • • • • • •• •• • • 

1\ I E I) I C 1\ l 
SERVICES 

Attached are three (3} copies of the revised final printed label bearing the revisions 
outlined in the March 3, 2003 Registration Notice with the exception of the 
following modifications as verbally approved by you in our telephone conferences 
referenced above: 

1. The chart will remain as originally submitted and the statement below will 
be added directly above the chart: 

"In order to ensure that all organisms listed are killed, you must 
use the contact times as directed in the Application Instructions" 

2. The following phrases from the 'Additional Language for Front 
Panel" have not been removed but have been revised as requested 
to remove the reference to 99.9999% where applicable: 
• No dulling residue 
• Disinfects without bleaching 
• No harsh chemical smell 
• Odorless 
• Disinfects household surfaces 
• No Mixing Required 
• Kills Staphylococcus aureus in 30 seconds* 
• Kills Salmonella cho/eraesuis in 30 seconds* 
• Kills Listeria monocytogenes in 30 seconds* 
• Kills Pseudomonas aeruginosa in 30 seconds• 
• Kills germs in 30 seconds* 

3. The following phrases from the 'Additional Language for Back 
Panel" have not been removed but have been revised as requested 
to remove the reference to 99.9999% where applicable: 

I 72~ Gill<:~pc<: Vl/,,y • El Ciljon, C;~ l ifornia ' ):10:!0 • voiu ' ((•19) :.CJC>-11(,00 • ._,,.,,.,,1,·((, 1 {) ) 5%-1171!0 , 
\VWW.Hll,;pw\~. C:Oill 77 
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... •• • • • • • • .. • • • • • •• • •• • • • • ••• • . • 
Kills Staphylococcus aureus in 30 seconds* 
Kills Salmonella choler~~ui$. in 3Q~~;oods*. •. : 
Ki lls Listeria monocyroge~es;n jo.!ecprfJs*: : :.: 
Kills Pseudomonas aeruginosa in 50"'se~onds "' • 
Kills germs in 30 seconds* 

Thank you, 
INNOVATIVE MEDICAL SERVICES 

Michael L. Krall 
President/CEO 
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[NT£RNATIONAL, LLC 

1990 OLD BRIDGE ROAD, SUITE 201 
LAKE RIDGE, VIRGTNIA 22192-2383 

DTRECT: 703-492"-7905 
MAIN: 703-492-0445 
Fax: 703-492-0668 

E-MAIL: brown@chemreg:com 

ELIZABETH A. BROWN, PH.D. 

December 3, 2003 

Document Processing Desk (NOTIF) 
Office of Pesticide Prog.rams (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jeff~rson Davis Highway 
Arlington, VA 22202-4501 

Attention: Adam Heyward (PM 34) 

Re: Axen 30, EPA Reg: No. 72977-3 

WEB SriF.s: www .chemreg.com 
www. pesticide.net 

Notification of other labeling revisions per PR Notice 98-10 

Dear Adam: 

On behalf of our client: ETI H20, we are notifying for optional. marketing statements for 
"Axen 30." This submission is in full compliance with the notification procedure as identified in 
PR Notice 98-10. · 

.As required by PR Notice 98-10 for no.tifications for other.labeling revisions, enclosed 
plea-;e find the folio"Ying: · 

l. Applicatjon Fonn (8570-1), including the PR Notice·98-10 Certification Statement 
2. One copy of the product labeling with each of the changes highlighted. 

AJso enclosed is a copy of the Jetter of authorization for ChemReg International, LLC, to act on 
behalf of ETI H20. Plea.Se let me know if you have any questions about the enctosed items. 

Regards, 

Elizabeth Anne Brown 

cc; .. ETI H20 

CONSULTANTS TO SUCC~ 

. . 
•••••• • 
•• • • • • • •• 

" . 

• • • • • • 
• 

•••• 
. . . 4 • 

Over One Hundred and Fifty Years of Combined Experience Assisting Chemical, Pes}tci"qe, 
Bio-chemical and Life Science Companies on a Wide Range of Issues, Including Re5vla\~ry 
Strategies, Registration., Data Support and. Compensation, Quality Assurance, Study Desirg 

· . . and Scientific Matters. 

. .. "'•. • • • .. .. 

. ·~, ... 
o r 

•• 
• •••• • • " ... 
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• 

November 21, 2003 ;ETI 
. . 

Document Processing Dest (90ADR) 
Office of Pesticide Prograzps (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Attn: Mr. Jim Jones, OPP Director 

Re: Authorized Company Representative 

Dear Mr. Jones: 

.. --·---

This letter authorizes the staff of ChemReg International, LLC, at 1990 Old Bridge Road, 
Suite 201, Lake Ridge, VA 22192, to act as our agents in all regulatory matters relative to 
our products, 'and they can access information from your files. I shall remain as the 
principal company contact at the address stated above. · 

This authorization supersedes all previous letters on the subject and shall remain in effect 
· until_ such time as ETI H20 notifies EPA, in writing, of a change. 

If you have any questions, please call . 

cc: E. Brown, ChemReg International (703-492-7905; brown@chemreg.com) 
F. Sanders, US EPNOPP/AD 
M. Swindell, US EPA/OPP/AD 
A. Heyward, US EPNOPPi'AD 

•••••• • • • • • 
•••••• • • •• 
••••• • • ••••• 

• • •••••• • 
• • • • • • • • • 

• 
• ••• • • •••• 
•••• • •••• 
• 

•••• • • •••• 
. . . 

1725 Gillespie Way • El Cajon,, CA 92020 · telephone 619-596-8600 • facsimile 619-596-8700 • •. •.: 
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'"' 
United Stotos 

Environ mental Protection Agency 
Wosni,gton, DC 20460 

~--] Registration OPP Identifier Number 

&EPA 

1 . Compeny/Product Nvmb~rr 

72977-3 
1----·-- --·-· · 
4. Compony/Product {Nome) 
Axen 30 - - -------- --·----------- - -

t
l- Amendment 
, ....- Other 

2. EPA Product Menager 

Adam 

PM# 
l:_)Nof\o 0 Reutrictod 

··-- --- --1----- · 
S. Name end Address ol Applrcent (lndudtt ZIP Codfl/ 

ETIH20 
1725 Gillespie Way 
El Cajon CA 92020 

6. E"ped ited Reveiw . In accofdance with FIFRA Section 3{c)(3) 
(b )(r), my product is similar or identical in composition and labeling 
to: 

EPA Reg . No. - ---··-- --

D Ch•cl< tf this is s new edd,ess Product Name 

Ameodmen{ • E><plein below . Final printed lobels in repeonse to [] l_...l 
0 
[~ 

Agency lettor dated • . - - ---- ------·- ---
Rosubmission in ruponso to Agency Iotter dotod _ --·------- -

Notifi~;etion - (xplein b elow. 

Explanation: Uso eddottonsl peQO(sl i f n&cossary. (For sec tion 1 end Soction II .) 

Notification of Olher Labe~nr; Revisions per PR Nollce 98·10. 

"Me Too" Application. 

Other· Explain bolow. 

ihis notification is conststent with the provisions of PR Notice 98-10 and F? A regulations at 40 CF'R 152.46. and no o ther cha119.;,~ have been made to the 
labeling o r the conlidentoal statement of fo rn,ula of this product. I undcr:.;tand that it is a VIOielion of 18 U.S.C. Sec. 1001 10 willfulty make any false stalement to 
EPA I further understand th:Jitf this notirlcalion is not cr."1sl:ltent with tho lQrms of PR Nolice 98- 0 and 40 CFR 152.46. this product may be;,, violation of 
FIFRA and I may be subjeCt to enforcement action and pr"~lfif!S under sections 12 and 14 o l FIFRA 

Sectio 

··---.--- -- --··--- -.. ----.. r ----------. 
Child·R[Jl ost.st::t

5
Pack..,o•ng 1 ur"~ll ::~•oiog i [jl' ~o~:ble P .. ckeg<ng i2 'f'j~=:~:· 

[?.] No ll~s· ------ ;_;;;~·~,, ~--+~ets"No ---··-~~~- - - ~~::: 
Unit Peckaging wgt. container L~~keg~ wgt •.. L=:: .. ~~ _ _j Other (Spocity~~-=----

3. Location of No! Conte·;;-t~~-~r;:,:;~~---1 Si ze(s) Retail Container J S; Locetion of Label Directions 

..,.. Lebel J_C:~!"-~'!~1!~---- ----· _ . 4-32 .?~ ·_1 -220 gallon t_.....::::l ·----- -·· ····- . _ 
S. Manner on Which label i$ Affixed to Produ~;t V Uthograph [_J Other 

v Pftpor otu&d 
Stenci(&d 

IV 

1 c()rt<ly that tho statements I havo m&de on tnis for;n eod ell attachments the_reto ere truo, ecc~rot~ and .e~me~e . 
1 acknowledge thot eny knowlinglly lelso or mosle&dong statemGnt may be punoshoblo by fi~ or cmpnao"'!ont.or: 

' ,,.~;.:~'"'"t~~~-~--0 -- . -J ;. ~;;~·-·-- - .. ---------
0

.;::: \ ~=~:.'~-~-~:~.l: __ ···-·· -=-----·-
1 

__ ~~~-~~:::y Oir~~o~--·-·- -·· • 0 
• • 

0 

4. Typed Name 5. Oete 

Do!ana Blount I 11-25-03 

EPA Form 8570-1 (Rev. 3 941 Previous editions ere obsol• t e. White • EPA FUe Copy /oriwinall 

• 
••• !Stamped) 

• • •••• 
•••• • •••• 
• 

•••• • • eooe 

• • • • • 



• 

• 

••• •• • • • • • • •• • ••• • •• • •• • • •• ••• • • • 

Axen~.3-0 I I 

• • • • • • • • • • • • • • • 
Disinfectant;.~ ~gi cide:& Vi r·ucide * 

Disinfects and Deodorizes 
Restaurants • Hospitals • Schools • Homes • Offices 

Manufactured by ETI H20 
A Division of Innovative Medical Services 
1725 Gillespie Way 
El Cajon, CA 92020 
EPA REG. No. 72977-3 
EPA EST. No. 72977-CA-001 
Net Vol . 32 oz. 

Active Ingredient 
Silver' 
Citric Acid 
Other Ingredie nts 

Total 

0.003"/o 
4.840% 

95 .157% 
100.0000fo 

' Electrolytically generated Silver ions 
KEEP O UT OF REACH OF CHILDREN 

CAUTION 
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••• •• • • • ••• •• • • • • • •• • •• • • •• ••• • • • 
DIRECTIONS FOR USE 

• • • • • • • • •• • • • • • •• 
It is a violation of Federal law to use$tis Jiroduf(·i~ a:ma!~r:il!consistent with its labeling. 

• ••• ••• • • • 

AleEN~ 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odorless broad spectrum antimicrobial 
disinfectant and deodorizer. Proven to kill bacteria, fungus and viruses•, AXEN~ 30 Disinfectant, Fungicidal & 
Virucidal Spray should be used on non-porous environmental nard surfaces in homes, hospitals, nursing homes, 
medical and dental clinics, laboratories, ambulance and patient transfer vehicles, funeral homes, hotels, 
restaurants, schools, day care facilities, offices, veterinary clinics, animal shelters, kennels, exercise facilities, 
beauty and barber shops, subways, trains, airplanes, ships, busses and other public transportation vehicles, 
locker rooms, kitchens and restrooms. 

AXEN~ 30 Disinfectant, Fungicidal & Virucidal Spray has been formulated to disinfect hard, non-porous 
environmental surfaces (painted, glazed tile, plastic, metal, glass, glazed porcelain) and objects including walls, 
noors, counters, ~i nks, toilets, cabinets, tubs, showers, doorknobs, lights switch covers, telephones, appliances, 
stove tops, bed frames, wheelchairs, over-bed tables, examination tables and waste containers, tables, and 
chairs . 

FAST, EASY, EFFECTIVE 
General Information 

•AXEN0 30 Oisinfecfant, Fungicidal & Virucidal Spray successfully killed the following 
organisms under AOAC protocols (In order to enSt•re that all organisms listed are killed, you 
must use the contact times as directed in the Application Instructions}: 

~-~:::;.:·t~:~ .. f.i~~.~-:~r?:l'~~.:··~\ ~ .: ~·.:i~J. ~'·rOrgantsm ;. ·: ··.:.;: .. · , ·· ·: ~:; . .; .. :;.:~:·.:\:::-.)~·~·::·~;~~I?,£ 

Pseudomonas aeruginosa 1 

Staphylococcus aureus 1 

Salmonella choleraesuis ' 
Listeria monocytogenes ' 
Vancomycin resistant Enterococcus faecium 1 

Methici llin resistant Scaphylococcus aureus ' 
Escherichia coli 0157:H7 1 

Trichophyton mentagroQhytes (Athlete's Foot Fungus) 
HJV type 1· Strain HTl V 1118 ' 
Herpes Simplex T_ype 1 VR-733 F(1 ) Stre~in 2 

Influenza A VR-544 Hong Kong strain 2 

Rhinovirus R37 VR-1147, Strain 151·1) 

Polio Type 2, VR-1 002, Lansing Strain 2 

1 Evaluated in the presence of 5% organic soil. 
2 Evaluated in the presence of 1% organic soil 

~:·~t;·;KH I ~!~~:i{);~~·~ 
30 seconds 
30 seconds 
30 seconds 
30 seconds 
2 minutes 
2 minutes 
2 minutes 

10 minutes 
30 seconds 

1 minute 
10 minutes 
10 minutes 
10 minutes 

fungicidal Activity: AXfN® 30 Disinfeclant, Fungicidal & Virucidal Spray is effective against Trichophyton 
mencagrophytes, the Athlete's foot fungus, Use in locker rooms, dressing rooms, shower and bath areas, and 
exercise facilities. 

Deodori2:es: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoying odors caused by 
bacteria. Use to control odors in hospitals, nursing homes, public restrooms, animal kennels and barn stalls. In 
private homes, use in the kitchen, bathroom, sink rooms and basements. 

APPLICATION INSTRUCTIONS 

Surfaces that are heavy soiled with organic matter must be pre·cl eaned prior to using this product. 

General Disinfection: 
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••• •• • • • • • • •• • • • • • •• • •• • • • • ••• • • • 
For general disinfection and control of the bC~cteria Pseudomonas aeruginosa, Scaphylococcus aureus, 
Salmonella choleraesuis, Listeria monocyr.ogenas, Van~;omy9n ResistanL Enterococcus faecium {VREl. 
Methicillin Resistant Staphylococcus aure~s ~~A).artd :Es~f1"ic;/li.( c2;>/f. OJ57:H7 the surface must be 
completely wet with AXEN® 30 Disinfectak:Fu~icidatJc Vilu~dat tp~y'fOC 2 minutes. The surface may 
then be wiped dry with a dean towel. vY'nen• ~1!ed a~ •ct,reded, AXtN® 30"' Disinfectant, Fungicidal & 
Virucidal Spray provides protection from Pseudomonas aeruginosa, Staphylococcus aureus and Salmonella 
choleraesuis up to 24 hours after initial application. 

fungus Control: 
For effective control of the fungus T richophylon mentagrophyles, the surface must be completely wet with 
AXEN® 30 Disinfec tan1, Fungicidal & Virucidal Spray for I 0 minutes. The surface may then be w iped dry 
with a clean towel. Re-apply when cleaning or whe:1 new growth appears. 

Viral Control: 
To kill Herpes Simplex Type 1 Fll } Strain Influenza A Virus, Hong Kong strain, Rhinovirus R37 Strain ISH, 
Polio Virus 'Type 2 Lanr.ing Strain the surface must be completely wet with .4-XEN® 30 Disinfectilnl, Fungicidal 
& Virucidal Spray for 10 minutes. The surface may then be wiped dry with a clean towel 

Kills HIV-1 on pre-cleaned environmental surfaces/objects previously soiled with blood/body fluids in health 
care settings (or other settings in which there is an expected likelihood of soiling of inan•mate surfaces/objects 
with blood or body fluids, and in which the surfaces/objects likely to be soiled with blood or body fluids can 
be associated with the potential for transmission of HJV): Inst ructions for Cleaning and Decontamination 
Against HIV on pre-cleaned environmental surfaces/objects previously soiled w ith blood/body fluids: Personal 
Protection: When handling items soiled with blood or body (/uids, use appropriate barrier protection including 
latex gloves, gowns, masks or eye coverings. Cleaning Procedure: Slood and other body fluids must be 
thoroughly cleaned from surfaces and objects before application of this disi nfectant. Contact Time: N:>ply 
AXEN~ 30 Disinfectant, Fungicidal & Virucidal Spray to area to be treated. The surface must be completely 
wet with AXEN~ 30 Disinfectant, Fungicidal & Virucida l Spray fo r 30 seconds. The surface may then be 
wiped dry with a dean towel. Disposal of Infectious Materials: Blood and other body fluids should be 
autoclaved and disposed of according to federal, 5tate and local regulations for infectious waste disposal. 

KEY: The following language will be printed on the label of products intended to be sold to health facilities: 

This product is not to be used as a terminal sterilantlhigh level disinfectant on any surface or instrument that 
(ll is introduced directly into the human body, either into or in contact with the human body, either into o r in 
contact with the bloodstream, o r normally sterile areas of the body, or (2) contacts intact mucous membranes 
but which does not normally penetrate the blood barrier or otherwise enter normally sterile areas of the body. 
This product may be used to pre-clean or decontaminate critical or semi<ritical medical devices prior to 
sterilization or high level disinfectio n . 

STORAGE AND DISPOSAL 
Storage: I Do not contaminate water, food or feed by storage or disposal. 
Disposal: I Do not reuse container. Rinse thoro ug~hly before discard ing in trash or recycling. 

IN CASE OF EMERGENCY 
H;we the product container or label with you when calling a poison control cen ter or doctor, or 
going for treatment. You may also contact CHEMTREC 1-800-424-9300 for emergency medic!'ll 
treatment information. 
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••• •• • • •• • • • • • • ••• • 
Additional language for front panel 

• • • • • •• • • 
Kills Staphylococcus au reus in 3~sOcotld~"' • • 
Kills Salmonelfa choleraesuis in 30 'SeiD,dsf• • 
Kills Listeria monocyrogenes in 30 seconds* 
Kills Pseudomonas aeruginosa in 30 seconds* 
Kills germs in 30 seconds* 
Kills common household germs 

• • . • • • • • •• • • 

• • • 

• • 

• • • • • • • • 

• • • . • • .. .. . 
• • • •• • • " • • 

Kills common household germs including Salmonella, Staphylococcus, Listeria, and 
E. coli. 
Kills Salmonella, Staphylococcus, Listeria, and E. coli. 
Kills- Bacteria, Fungus and Virus* 
No dulling res idue 
Disinfects without bleaching 
No harsh chemical smell 
Odorless 
Disinfects household surfaces 
No Mixing Required 

KEY: "'= Refer to table 

Alternate language for the back panel 

Kills Staphylococcus aureus in 30 seconds* 
Kills Salmonella choleraesuis in 30 seconds* 
Kills Listeria monocytogenes in 30 seconds* 
Kills Pseudomonas aeruginosa in 30 seconds* 
Kills germs in 30 seconds* 

KEY: • = Refer to table 

Optional graphics for back of label (graphics are larger here than they will appear 
on the label) 

KITCHEN BATHROOM 

85 



: 

e 
e 

l 

PM WORK ASSIGNMENT SHEET 

,..~ ~-

DECISION .. , . ,, ) ' J . 

DESCRIPTION OF ACTION: - - ----:------- --- - - ---­
/ '1 ~·~;,.. r~· .. -, . 

SUBMISStON BAR CODE: S _ 1_" ·-_·-/--..,..:. ..-_ < __ ...:::. __ ·_, · _- --- - - - -
... -· . ,. -~ 

.::.. . .• 

PRODUCT REVIEWER:_....;.;.,__,_ -_·_··_·· _·_ .. ...__ , __ ._.- - - - - ---

• 
FILE SYMBOUREG NO.:_.......___.._,._,/_._. ---=--~' -_ ,_· __ _ 

./ / / -·-. 
FQPA ACTION CODE: /-, . . L.:. .. ·. NON-FQPA ACTION CODE: __ 

AMOUNT OF TIME TO COMPLETE TASK (ASRC only) HOURS 

MONTH DAY YEAR 

APPLICATION OA TE -- ,. ,..-. 
..._-~., ! I .-/ • _,<:' ~ .... , . 

·' ' 
-r;,;,.,.- -· · 

; ..... , 
EPA PIN DATE 

, ... -- ( _:} .::..I I -/ . - .:.... - __ , . 
I : .-- -· -· 

REVIEWER ASSIGNED DATE , .. - / ') / ,. 
~-

, 
·" •.-' 

- :) -· -· -;-
DATE DUE OUT OF AGENCY 

.., .. - () 
~ 

- ;, . .-

TYPE OF DATA 

Product Chemistry: o Product Toxicology: o Efficacy: D 

RASSB: 0 HED TOX D ENVIRONMENTAL FATE D FISHIWILOUFE 0 

Other o - - ----- -------

COMMENTS: 

JACKET(S)/FILE SHOULD BE SUBMITTED WITH YOUR LETTERS FOR SIGNATURE 

RESPONSE CODE: /1 REsPoNs E oATE: 1 v 1 --z.,u o 7 
MO Day Year 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Washington, D.C. 20460 

December 22, 2003 

Dolana Blount 
Regulatory Director 
ETIH20 
Division of Innovative Medical Services 
1725 Gillespie Way 
El Cajon, CA 92020 

Subject: Axen 30 
EPA Registration No. 72977-3 
Application Date: November 26. 2003 
EPA Received Date: November 28. 2003 

Dear Ms. Blount: 

OFfi CE: OF 
PREVENTION , PEST I C I :>ES 

AND TOXrC SUBSTANCES 

This acknowledges receipt of your notification . submitted under the provision of PR Notice 
98-10, FIFRA section 3(c)9. 

Proposed Notification 

Alternate Brand Name "Kinderquard" 

• General Comments 

• Based on a review of the material submitted. the following comments apply: 

The notification application is acceptable. A copy has been inserted in your file for future 
reference. 

Should you have any questions or comments concerning this letter, please contact me at 
703-308-6422. 
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WMichael l. Krall " 
< mkrall@imspure.com 
> 

03/04/2003 10:27 PM 

To: Adam Heyward/DC/USEPA/US@EPA 
cc: Do/ana Blount < dblount@imspure.com >, laird1 olivia@aol.com, 

jmoore1 O@cox.net, Gene Auerbach <gauerbach@im$pure.com >. 
imspres@aol. com 

Subject: Innovative Medical Services: Registration Not'1ce for 72977·3 

<?x.mLnarnespace prefix= stl ns = "um:schemas-microsoft-com:office:smarttags" />March 4, 
2003<?xml:namespace prefix= o ns = "urn:schemas-microsoft-com:office:office" /> 

Adam Heyward 
US EPA 
Product Manager (34) 
Antimicrobials Division (751 OC) 

Ref: EPA Product Registration 72977-3, Dated March 3, 2003 

Dear Mr. Heyward: 

Thank you for your time this afternoon. As we discussed, outlined below are the specific points 
we would like you to address with your Microbiologist 

EPA Comment 2 b., Page 2 (March 3, 2003)- "On page 2, the chart which listed the kill time 
under the heading General Information for the bacteria Pseudomonas aeruginosa, 
Staphylococcus aureus, Salmonella choleraesuis and Listeria monocytogenes must be 
changed from 30 seconds to Two Minutes in the chart and, wherever it appears on the 
label.": 

lt appears the AOAC testing data submitted for Axen30 has been overlooked, in that you 
request that we alter the kill times listed in the chart under General Information for the bacteria 
Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella choleraesuis and Listeria 
monocytogenes from 30 seconds to 2 minutes. 

Although we disagreed, we complied with the request in your letter dated January 28, 2003, 
that we amend the label's USE INSTRUCTIONS to reflect that for disinfection, 'the surface 
must remain wet for 2 minutes'. Please refer to PAGE 13 of MRID 457572-03: AOAC Use 
Dilution - Carrier Confirmation (Lab ID 194972). The 30 ppm strength product was tested at 30 
seconds following EPA testing and reporting guidelines, and completely eliminated 
Pseudomonas aeruginosa, Staphylococcus aureus and Salmonella choleraesuis at the 
30 second time point. 

Thus, the 30 second kill tJme is completely accurate for Pseudomonas aeruginosa, 
Staphylococcus aureus and Salmonella choleraesuis, while the 2 minute kill time is 
accurate for Methicillin Resistant S. aureus, Vancomycin Resistant Entercoccus and E. 
coli as reflected in MRID 457572-02. 

Please also refer to PAGE 14 of MRID 457572-02 AOAC Use Dilution - Carrier Confirmation 
(Lab ID 197155) which confirms that Axen30 completely eliminated Listeria monocvtogenes 
in 30 seconds following EPA testing and reporting guidelines. 

We ask that the Agency allow the label chart to reflect the true and accurate test results as 
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outlined above including the allowance of the 30-second kill time against Pseudomonas 
aeruginosa, Staphylococcus aureus, Salmonella choleraesuis and Listeria monocytogenes and 
amend It's registration notice to reflect this allowance. In the Agency's label review dated 
January 28, 2003, we were advised to reference the table on page 2 of the label for 
qualification in regard to the specific organisms Axen30 is effective against and the associated 
kill times for each organism tested. We feel that the chart should remain as-is because it 
factually represents the test results and is the most straight-forward vehicle to inform the 
consumer. 

Our intent is to help the consumer understand the difference between our Category IV 
disinfectant, which eliminates or kills Pseudomonas aeruginosa, Staphylococcus aureus, 
Salmonella choleraesuis and Listeria monocytogenes in 30 seconds, and the more toxic 
Category II market leader, Lysol Bran~ II disinfectant, which claims on the front of their 
product label, "Kills 99.9% of germs in 30 seconds**" . The back of the Lysol product 
label reads "••sanitizes: Kills 99.9% of Staphylococcus aureus {Staph) and Klebsiella 
pneumonia (K. pneumonia) on hard non-porous surfaces in 30 seconds.". As you know, 
sanitization is simply a reduction in bacteria versus disinfection, a complete elimination 
of bacteria, as accomplished by Axen30 in 30 seconds when tested against 
Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella choleraesuis and Listeria 
monocytogenes. Lysol's Brand II disinfectant Product Registration number is 777-72. 

EPA Comment 2 c. Page 2- "The kill time for Herpes Simplex Type 1 VR-733 F(1) Strain must 
be changed from one minute to Ten M;nutes in the chart and. wherever it appears on the 
Iaber 

In your letter dated January 28, 2003, the agency acknowledges that MRID 457572-08 "support 
the use of the product Ax en®, at a dilution of 30 ppm, as a virucide when tested against Herpes 
simplex type 1, (VR-733) on hard, non-porous, inanimate surfaces with a 1% organic sail load 
with one and ten minute exposures at room temperature". A review of pages 8, 12 and 13 of 
MRID 457572-08 will confirm these results. 

We ask that the Agency allow the label to accurately reflect the efficacy of Axen30 at One 
Minute against Herpes simplex type 1 as tested following EPA testing and reporting guidelines 
and amend It's registration notice to reflect this change. 

EPA Comment 2 d. Page 2 - "On the 4"' page of the label, delete the statements "eliminates" or 
"Kills 99.99999 (sic}, etc ... " Only the following statements under the headings an page 4 of the 
label are acceptable: 

Additional Language for Front Panel 
• Kill common household germs 
• Ki/1 common household germs, including Salmonella, Staphylococcus, 
Usteria and E. coli. 
• Kills bacteria, Fungus and Virus• 

Alternate Language far the Back Panel 
• None of the alternate language far the back panel is acceptable and 
therefore must be deleted from the label": 



, 

, 

Under the "Alternate language for the front of the label0
, you eliminated several phrases that 

were not previously rejected. We ask that you re-consider the following phrases as alternate 
wording in our final label as they do not relate to efficacy of the product and are merely 
descriptive infonnational phrases provided for the consumers benefit 

• No dulling residue 
• Disinfects without bleaching 
• No harsh chemical smell 
• Odorless 
• Disinfects household surfaces 
• No mixing required 

In addition, as Axen30 demonstrated efficacy in completelv eliminating Pseudomonas 
aeruginosa, Staphylococcus aureus, Salmonella choleraesuis and Listeria monocytogenes in 
30 seconds following EPA testing and reporting guidelines , we ask that you re-consider the 
phrases below as alternate wording for the front or back panel of the label: 

• Kills Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella choleraesuis, and 
Listeria monocytqgenes in 30 seconds* 
• Kills Staphylococcus aureus in 30 seconds* 
• Kills Salmonella choleraesuis in 30 seconds* 
• Kills Listeria monocytogenes in 30 seconds* 
• Kills Pseudomonas aeruginosa in 30 seconds 
• Kilts 99.9999% oTgerms in 30 seconds* 
• Kills germs in 30 seconds* 
• Kills 99.9999% of Pseudomonas aeruginosa. Staphylococcus aureus, Salmonella 
choleraesuis, and Listeria monocytogenes in 30 seconds* 
• Kills 99.9999% of Staphylococcus aureus in 30 seconds• 
• Kills 99.9999% of Salmonella choleraesuis in 30 seconds* 
• Kills 99.9999% of listeria monocytogenes in 30 seconds* 
• Kills 99.9999% of Pseudomonas aeruginosa in 30 seconds* 
KEY: • =Refer to table 

As you suggested, we will call you in the morning at 10:30 am EST to touch base and offer you 
any clarification you may need at that time. I then suggest that we initiate a call to you at 3:00 
pm EST, if that is convenient for you. This will allow you t ime to discuss our requests with your 
Microbiologist. 
We are a small company on a critical time-line and therefore; we ask that this not be placed in 
another review period, as all the data has been sufficiently reviewed to address the matters at 
hand. 

Adam, we appreciate your efforts in this matter and look foiWard to speaking with you 
tomorrow. 

Respectfully, 

Michael L. Krall, CEO 
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Innovative Medical Services 

Ph. (619) 596-8600 Ext. 0 

Fax (619) 596-8790 

mkrall@imspure.com 
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NOTJCF OF PESTICIDE: 

_x_ Registration 
_ Reregistration 

Name and Addre.<.~ <>f Rc¢ront (include 1.11' Code) 

Innovative Medical Service 
1725 GiUespie Way 
El Cajon, California 92020 

72977-3 March 3, 2003 

Conditional 

Name of Po.:s:s~uic: l'rodoct 

AXEN®30 

No!c: Cl~ in ldbclmll i.IJ flennll '" subS~:~ntc fr•wn lhalllltqlltllln .... ,u,._'1ioo wllh ~~" 1\'I••U'a loon 0111!>1 he "'hm•l•oxl 10 and {I(CCpt~ b~ tloc RcJI l<illlt•n 
Dmlion ptlvr lu .. ru ... laborl•n commerce. In :.A~ C'lHn!I('<.,.,..C o)lltho• l'fodoa.1 al"1h" odn (1\ the ab..>•c I"P \ II!.IIU'alion numht r 

On the~~~ ofonformauon furnished b~· the r..:gi~trant, thc •"--· •·~-named f"'~lldJ~ o•.l>~rd" n:gosh:fl:\!iccregoso,•rcd ""'Jcr the Fcderallrui!A::IICodc. l:unsocod<' and 
Rod01o11codc Aco 

Rc~•Stl~tt<>n•~ m nv '"llY to be t..OUS,UU\!U ~ a.n r;M.i.LDJM:"mcnt ''' f~t.:~'mm~n<Ja uon of thb tJlOOut.l by the A~<:oc~ tn nrUcr tu pu,lh:'t:\ h~.ullh and th~ t:nvuunnu:t\1, the 
Admo no~trato<. on ho s mouoo. ma.) ~t ""Y lime suspend N c.tnc<: l the ICI(I Sttaloon ol 3 pc:sll~ oJc on ac~O<dan.:e "''h ohc Acl The a~ccpt:~ncc of 3ll} nam~ on coonectH>n 
1111h I he reg•slr.ltoon of o pro<luct und<.'f th" Act u 001 tube coo~ rued a.' ~oYlll!; ohe rc~t~SLr4nt • nsht w e~clusi'c usc of !he"""'" or oo ot• use 1ril has bco:n co,-ercd by 
other~ 

This product is conditionally registered in accordance with FlFRA section 3(c)(7)(A) 
provided that you: 

1. Submit and/or cite all data required for registration of your product under FIFRA section 
3(c)(5) when the Agency requires all registrants of similar products to submit such data: and submit 
acceptable responses required for reregistration of your product under FfFRA section 4. 

2. Make the labeling changes listed below before you release the product to r shipment: 

a. Revise the EPA Registration Number to read·· EPA Registration Number 72977-3" 

A m Heyward 
P oduct Manager 34 

egulatory Management Branch U 
~ntimicrobials Division (751 OC) 

Oal~ 

March 3, 2003 
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b. On page 2, the chart which listed the kill time under the heading General 
Information for the bacteria ''Pseudomonas aemginosa. Staphylococcus 
aureus. Salmone/l(.l choleraesuis and Listeria monoc.ytogenes must be 
changed from 30 second to Two Minutes in the chart and. wherever it 
appears on the label." 

c . The kill time for Herpes Simplex Type I VR-733 F( I) Strain must be 
changed from one minute to Ten Minutes in the chart and. wherever it 
appears on the label. 

d. 

e. 

f. 

On the 41
h page of the labeL ddete the statements "eliminates" or "Kills 

99.99999. t:tc . . ... Only the fo llowing statements under the headings on 
page 4 of the label are acceptable: 

Additional Lan~uage for Front Panel 

• Kill common household germs 
• Kill common household germs. including Salmonella. 

Staphylococcus. Listeria and E. coli. 
• Kills Bacteria. Fungus and Virus* 

Alternate Language for the Back Panel 

None of the alternate language for the back panel is 
acceptable and therefore must be deleted from the label 

Delete the word 11Eiiminates" wherever it appears on the label and 
replaces it with the word ' ·to ki ll or to control." 

Delete the ingredient ·'Ionic Sliver'' ti:om the product name or add the 
ingredient "Citric Acid" to the product name. 

g. The "Keep Out of Reach of Children·· statement must be placed below the 
ingredient statement, along with the signal word "Caution." 

h. Since no residual data was submitted to support the claim '·Do not clean 
treated sw:faces after application {f J.l hour protections are exp11cted to be 
maintained .. you must delete the claim wherever it appears on the label. 

1. With respect to the statement concerning Athlete· s foot fungus. delete the 
statement. "and any other hard. non-porous surfaces.'' 
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J. Since this product will be used in hospital and other health facilities. the 
following statement must be added to the label: 

''This product is not to be used as a tem1inal sterilant/high level 
disinfectant on any surface or instrument that ( I ) is introduced directly into 
the human body. either into or in contact with the human body. either into 
or in contact with the bloodstream, or normally steri lc areas of the body. or 
(2) contacts intact mucous membranes but ":hich does not enter ordinarily 
penetrates the blood harrier or otherwise enter normal sterile areas of the 
body. This product may be used to preclean or decontaminate critical or 
semi-critical medical devices prior to sterilization or high level 
disinfection.'' 

Refer to PR Notice 94-4 for detailed information. 

h. Delete the statement. "and other areas requiring control of microbial 
contamination'' from the direction for use section. All intended cites must 
be specified on the label. 

1. In the second paragmph on page 2. delete the word "such as" and other 
areas of the label where it appears. 

Refer to the EPA letter dated January 28. 2003 for detailed infom1ation and/or 
unacceptable label statements. 

3. Submit three (3) copies of the revised final printed label bearing the revisions 
prior to releasing this product for sale. 

If these conditions are not complied with. the registration will be subject to cancellation 
in accordance with FIFRA section 6(e). Your release for shipment of the product bearing the 
amended labeling constitutes acceptance of these conditions. 

A stamped copy of the label is enclosed lor your records. 

Enclosure: 

Sincerely. 

/ t 
Adam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 
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Stabilized Ionic Silver 

Axen®30 
Disinfectant, fungicide & Virucide• 

Disinfects and Deodorizes 
Restaurants • Hospitals • Schools • Homes • Offices 

•• 

• . ~EEP OUT OF REACH OF 
CHILDREN 

vv..;$ .c.. -b4; - y.>- h:~-~ <.t.-Y\ 6-J.- • -H.J., 61 .V"f!• Wo rcA .- ~ , 

Manufactured by ETI H20 
A Division of Innovative Medical 
Services 
1725 Gillespie Way 
El Cajon. CA 92020 

Acftve lnqred!ent 
Silvert 0.003% 

Citric Acid . 4.840% 
Other Ingredients 25.1 S~ 

Total 100.000% 

t Eledrotyticalty generated Silver ions 

EPA REG. No. 72977-
EPA EST. No. 72977-cA..()OJ 

Net Vol. 32 oz. 
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Stabilized Ionic Silver 

Axen®30 
Disinfectant. Fungicide & Virucide* 

Disinfects and Deodorizes 
Restaurants • Hospitals • Schools • Homes • Offices 

-e 
ACCEPTED 

with COMMENTS 
· EPA Letter Dated: 

MAR -3 2003 
Under the Federal Insecticide •. 
FUngicide, and Rodenticide Aetas 
amended, for the pesticide, f1 "] q q 7 --3 
registered underEPAReg.No. ·1 N · 

e e 
KEEP OUT OF REACH OF 
CHILDREN 

Manufactured by Erl H20 
A Division of Innovative Medical 
Servicei 
1725 Gillespie Way 
El C ajon. CA 92020 

Active Ingredient 
Silvert 0.003% 
Citric Add 4.840% 
Other Ingredients 25.157% 

Totct 100.000% 

t Electrolyticorly generated Silver ions 

EPA REG. No. 72977-
EPA EST. No. 72977-CA-001 

Net Vol. 32 oz. 
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DIRECTIONS FOR USE 

It is a violafion of Federat law to use this product fn a manner fnconsfstent wffh ffs 

AXEN® 30 Disinfectant. Fungtcidat & VitucidQI Spray is a colorless. odorless broad spectrum 
antimic(obial disinfectant and deodorizer. Proven to eliminate bacteria. fungus and viNses•. 
AXEN® 30 Ofsinfectcanf, Fungfcldal & Vlruc:ldol Spray 5hould be u5ed on non-porous environmental 
hard surfaces in homes. hospitals, nooing homes. medico! and dental clinics. laboratories. 
ambulance and paf(ent transfer vehicles. funeral homes. hotels. restaurants. schools. day core 
facilities. offices. veterinary clinics. animal shelters. kennels. exercise facili ties. beauty and barber 
shops. subways. traim. airptones. ships. busses and othef public transportation vehicles. locker 
rooms. kitchens. restrooms and other ateas requiring control ot microbial contamination, 

AXENe JO Dls.lnfectant, Fungicidal & Vlnrclda1 Spray has been formulated to disinfect hard. non­
porous environmental surfaces (painted. glazed life. plastic. metal. gloss. glazed porcelain) and 
objects such as walls. floors. counters. sinks. toilets. cabinets. tubs. showers. doorknobs. lights switch 
covers. telephones. appliances. stove tops. bed frames. whee/choirs. over-bed tables. examination 
tables and waste containers. tables. and chairs. 

FAST, EASY, EFFECTIVE 
General Information 

• AXEN® 30 Dlslnfec:fonf, Fungicidal & Virucidal Spray demonstrated effective 
elimination of the tolJowing organisms under AOAC protocols: 

Organism 
Pseudomonas aeruginosa ' 
Staphylococcus oureus. 1 

Salmonella choleroesuis ' 
Usteria monocytogenes 1 

Vancomycin resistant Enterococ~us faecium 1 

Methicillin resistant Staphylococcus aureus 1 

Escherichia cofi 0 I 57:H7 1 

TrichoQhyton mentagrophytes {Athlete's Foot Fungus) 
HIV type l- Strain HTL V IllS ' 
Herpes Simplex Type 1 VR~733 F [ 1} Strain 2 

Influenza A VR-544. Hong J<on_g strain '2 

Rhinovirus R37 VR-\ \47, Strain 151-) 2 

Polio Type 2. VR-1002. lonsina Stroin 2 

J Evo!uofed in the presence of 5% organic soiL 
2 Evaluated In the presence of l% organic soil 

mnme 
30 seconds 
30 seconds 
30seconds 
30seconds 

2 minutes . 
2 minvtes 
2 minutes 

10 minutes 
30seconds 

1 minute 
lO minutes 
10 minutes 
10 minutes 

Fung!clcial Activity: AXEN® 30 Disinfectant. funglcJdal & Vlruclcial Spray is effective against 
Trichophyton mentagrophyfes, the Athlete's foot fvngvs. Use in locker rooms. dressing room5, 
shower and both oreos. exercise facilities or any other hard, non-porous surface. 

Deodorizes: AX~ 30 Dls'~cfant. fvngic/detl & Vbvcfdat Spray reduces annoying odors coU'Sed 
by bacteria. Use to control odors in hospitals. nursing homes. public restrooms. animo! kennels and 
bam stalls. In private homes. use in the kitchen. bathroom. sink rooms and basements. 

APPLICATION INSTRUCTIONS 
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Surfaces that are heavy soiled with organic matter must be pre-cleaned prior to using this 
product. 

General Disinfection: 
for general disinteclion and elimination of bacteria such as Pseudomonas aeruginosa. 
Slophylococcus aureus, Salmonella choleros~Jis. Usteria monocytogenes, Vancomycin Resistant 
Enterococcus faecium (VREJ, Methicillin Resistant Staphylococcus aureus (MRSA) and Escherichia 
coli 0157:H7 the surface must be completely wet with AXfN® 30 Olsinteetant, Funglctc:ial & 
Virucidal Spray for 2 m inutes. The surface may then be wiped dry with o clean towel. 

- When used as directed, AXEN® 30m Olslnlecfanf, f\Jnglcldal & VIrucidal Spray provides 
protection from Pseudomonas aeruginosa, staphylococcus aureus and Salmonellacholerosuis up 
to 24 hours otter initial application . Do nof clean treated surface after application if 24 hour 
protection is expected to be maintained 

Fungus Control: 
for effective control of fungus such as Trichophyton mentogrophytes, the surface must be 
completely wet with AXEN® 30 Olsinlectant, Fungicidal & VIrucidal Spray for 10 minutes. The 
surface may then be wiped dry with a clean towel. Re-apply when cleaning or when new growth 
appears. 

VIral Control: 
For elimination of Herpes Simplex Type I f! l) strain the surface must be completely wet w ith . 
AXEN® 30 Disinfectant, Fungicidal & VIrucidal Spray for 1 minute. The surface may then be wiped 
dry wifh o dean towel. 

For the elimination of lnlluenz:a A Virus, Hong Kong strain. Rhinovirus R37 Strain 151-1. Polio Virus 
Type 2 lansing Strain the surlace musf be completely wet with AXEN® 30 Disinfectant, Fungicidal 
& VIrucidal Spray for 10 minutes. The surface may then be wiped dry with a clean towel. 

Kms HIV·l on pre-cleaned environmental surfaces/obj~cts previously soiled with blood/body 
fluids in health core settings (or other settings in which there is on expeCted likelihood of soiling of 
inanimate surfaces/objects with blood or body fluids, ond in which the surfaces/objects likely to 
be soiled w ifh blood or body fluids con be associated with the pofenliol for transmission of HIV): 
Instructions for Cleaning and Decontamination Against' HIV on pre-cleaned environmental 
surfaces/objects previously soiled with blood/body fluids: Persanc:11 Protection: When handling 
items soiled with blood or body fluids, use appropriate barrier protection such as latex gloves. 
gowns. masks or eye coverings. Cleaning Procedure: Blood ond other body fluids must be 
thoroughly cleaned from surfaces end objects before application of this disinfectant. Contact 
llme: Apply AXEN® 30 Of,lnfectanf. fungfcidal & Virucidal $pray to orea to be treated. The 
surface must be complefely wei with AX EN® 30 otslnfectont, fungic=idat t. Vlrueldol Spray for 30 
seconds. The surface may then be wiped dry with a clean towel. Clsposaf of lnfectfous Maferfafs; 
Blood and other body fluids should be autoclaved and disposed of according to federal. stole 
and locoJ regulat;on:s fOt infectious waste disposal. 

STORAGE AND DISPOSAl 
Storacae: Do not contaminate water, food or feed by storage or disposal. 
Disposal: Do not reuse container. Rinse thoroughly before discarding in trash or 

. recycling. 

IN CASE OF EMERGENCY 
Hove the product container or label with you when calling a poison control center or 
doctor, or going tor treatment. You may oJso contact CHEMTREC J-8()()....424-9300 tor 
emergencv medical treatment information. 

AddiHonallangvage for front panel 
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Eliminates Odors 
Eliminates- or- Kills 99.9999% of Pseudomonas aeruginosa. 
Staphylococcus aureus. Salmonella choleraesuis. and Listeria 
monocytogenes in 30 seconds · 
Eliminates - or - Kills 99.9999% of Staphylococcus aureus in 30 seconds 
Eliminates- or- Kills 99.9999% of Salmonella choleroesuis in 30 seconds 
Eliminates- or- Kills 99.9999% of Usterio monocytogenes in 30 seconds 
Eliminates- or - Kills 99.9999% of Pseudomonas aerug inoso in 30 seconds 
Kills 99.9999% o f germs in 30 seconds* 
Kills germs in 30 seconds* 
Eliminates- or - Kills common househo ld germs 
Eliminates - or - Kills common household germs including Salmonella. 
Staphylococcus. Listeria. and E. c oli. 
Eliminates- or- Kills Salmonella, Staphylococcus. Usteria . and E. coli. 
Eliminates- or- Kills - Bacteria, Fungus and Virus• 
No d ulling residue 
Disinfects without bleaching 
No harsh c hemical smell 
Odorless. 
Disinfects household surfaces 
No Mixing Required 
24 hour protection•• 

KEY: •= Refer to table 

Alternate language for the back panel 

Eliminates- or - Kills 99.9999% of Pseudomonas aeruginosa. 
Staphylococcus aureus. Salmonella choferaesuis, and Usteria 
monocytogenes in 30 seconds 
Elimina tes- or - Kills 99.9999% of Staphylococc us aureus in 30 seconds 
Eliminates- or - Kills 99.9999% of Salmonella choferaesuis in 30 seconds 
Eliminates - or - Kills 99.9999% of Listeria monocytogenes in 30 seconds 
Eliminates - or- Kills 99.9999% of Pseudomonas oeruginoso in 30 seconds 
Kills 99.9999% of germs in 30 seconds* 
Kills germs in 30 seconds"' 
24 hour protection" 

KEY: •= Refer to table 

Opffonaf graphics for back of label (graphics are larger here than they will 
appear on the label) 
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-s.>Th~ n:une~ of nil tmct~ria huv{' bt-en ifaiidzt'd fH'r your rr quest. 
Jf The statement " kiUs Q9.9999% of bac:tc ria in 30 seconds,.. ~nd ••kiUs 99.9999"to 

b:!cteria in JO seconds" has been red( sign.ated ac~.:ording to the specific bact{'n::t as 
s~own in th.- tt-Sf fiM::t. conftrm~tion to this de-s~gnatinn W:l~ ronfirmf'd in m~· 

tt"lt'flhone couvt-rs:uion with Mr. Ha)·" ani on 2/04/03. 
\ ). 0. Each specific s(X'cielstrain of bacterhl, fungi :.\nd/or '\.' iru1.cs ~o be eliminat~d has 

/ bet'!J designated per rour recommendation. 
-4 1. ·1 ht> <;fatt>mrnt ··A \en 30 ...... Jowt-st to~irit:'' ('ate-gory" has nt>t"n dt"lE"tt'd nndt>r the 

h t-Jtding. 
v-1'2. \\.(' han• deft-ted the staQean ent "To.\ltity Rating; tht:n 30 Oisinfed;uH. fungiridal & 

Vrnrrid~! Spray to'tidty h:<is bt"en ('\' ~t luatro and pla<'ed ;n ........ T oxicity rating·' 
under th~ l':t.'lll. t:a~"· . F.ffrctivf ht-lHHng . 

.:...-} l3. \\·e h:~ve dt"lt"ted the spttified implied safety claims per ~·our request . 

The- FormuiMor· ~ f~t"mption Sf~tt>mf'nf !fP <\ fOR !\1 8~70-27) i~ ~ttarh~d pe-r )'our 

rt'~IH'R 

Thank yon for your prompt assist a net> in the rcgisti·:Hion of th i~ product . 

. . . . 
•••• 

• • • • • • • •• 
•••••• • • • • • • 
• •• • • • • • • .... 

• • ••••• 

. ··~ • •• ... . 
• ••• • •••• 
• • • • • •• •• 

102 



' 

··-··--····--· ·-- -···-----' 

Unrted Stilet £nvironmemel Protection AoencY 
wa.,inglan. DC 20460 Form Apprwrd 

&EPA Formulator's Exempti9n Statement 
140 CFR 152. 85J 

OMD No. 20'70--0000 
AJ'P""'Ii cqrites 9-30-90 

Innovative Medical Services 
ET! H20, 1725 Gillespie way 
El cajon, CA 92020 

Prod~ Name 
Axen 30 

Data of Confldeftftal Statafllent of Farmullr (EPA ,_,., 11570-41 
February 5, 2003 

. . 
As an authorized representatiVe of the applicant for registration of the product 
identified above, l hereby certify that:. 

( 1) This product contains the fallowing active ingredient(s): 

Silver 

Anhydrous Citric Acid 

(2) Of these. each active ingredient listed in paragraph (4) is present solely as the 
result of the incorporation into tbe product (durinrformultztion or packaging) o( 
another product which contains that active ingredient~ which is registered under 
FrFRA Section 3, and which is purchased by us from another producer. 

(J) Indicate by checking (A) or (B) below which paragraph applies: 

Ji((A) An accurate Confidential Statement ofForm~Ja (EPA Form 8J7()-4) ror:. 
the above identified product is attached to this statement. That formula 
statement indicate~·. by company name, registration number, and product 
name. the source of the active insredient(s) listed in paragraph ( J ). 

OR 

·O (8) The Confidential Statement of Formula (CSF) (EPA Form 8Sl0·4) refer· 
enced above and on file with the EPA is complete, current, and accurate and 
contains the informacion required on the current CSF. 

(4) The foJJowing active ingredients in this product qualify for the formulator's 
exemption. 

Silver {i onic generated), Ag 
CAS No. 7440-22-4 

Anhydrous Citric Acid 
CAS No. 77-92-9 

Axend11 

Axend:ll 

IN.ame and frtfe 
IX>lana Blount 

Rlt011trartan Numbllf 

72977-1 

72977-1 

10~ 

IOate February 5, 2003 
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DIRECTJONS FOR USE 

It is a viofatfon of Federal Law to use this product fn a manner inconsistent with fts 

J AX EN® 30 DWntectant. fungicidal & Vlrucidal Spray 1s a colorless. odorless brood spec !Tum 
, antimicrobial disinfectant and de 0dorizcr. Proven to elimina te bacteria. fuf'lgus and viruses• 
i AXEN® 30 Olsinfecfont, Fungicidal & 1/irucidar Spray ~hould be used on non poro us environmental 

. ;{ j 
I I 

r 
. ~ J! 

\' .:: 

hmrl surioc e<. in home~ hospitals. nursing home~. mPnir.ol one! oentol <:linics. laboratories. 
ombv!onc c and poticr>t 'Tomfer •;ehiclcs. funeral hornes. hotels. :csto·.;rants. schools. day co1G 
facilities. olfices. vetermary clinics. a nimal shelters. kenne ls. exercise tociHties. beauty and barber 
shom. subwoY5. trains. airr.hnes. ships. busses and other public transr.mt.:Jiicn vehicles. locker 
rooms. I<Hc hem. restrooms and o ther areas requiring contro l of microbial contamination. 

AXEN® 30 Olslnfedant. Fungicidal & Vlrvcldal Spray "las b een tc rrttJiafed to d :sintecf hard. non 
potovs environmental ~ullace~ (puinle<.J. glazed tile. plusJic. rnelol. glms. glo.ze<.J p01celo1n) on<.J 
objed5 suc h as wall~. floors. counters. sin~s. toilet~. cabinets. tub~. showers. door~nobs. ligh~ switch 
~...ovet s. telephones. appHcnces. sto ve fops. bed hom l%. whee!<.:huit·,. ,)ver-b"•d lables. exornlnulion 
lohle~ ond waste <:onlmn~rs. tab les. on<) choirs . 

~ ,! 
~' ~' 

f-'{ 

FAST, EASY, EFFECTIVE 

:1~ 
JJ(c.-. 

1VJ f 
-./.. • AXEN® 30 Olsinfectont. Fungicidal & Virucidal Spray de·n•>nsfroiGd e ffeclive V 

Generallnformotion 

' !:~''"" ~• ~~-·:•:::~~oo~"m' unde< AOAC p<otocol> _ ~ 
: Pseudomonas oerugin~~a~lsm -.. ------~30 :::~s . -, .. V 

I Staphylococcus aureus 1 I 30 seconds f 
< i Salmonella choleroesu;s I i 30 seco nds r / 
r 1 listeria monocytogenes · :>~ •. .. • ~ 30 seconds / 

../'~ 

: Voncomvcin resistant Enterococcus foecium ' ! 2 minutes 
I Methicillin resistant Staphylococcus oureus 1 ' 2 minutes 
t Escherichia coli 01 S7:H7 ' . _ 2 minutes 1 

1
° Trichophyton mentogrophyte~_(Athle.te' s Foot Fung~s) 10 minutes --~ 

1 ;;r!A'I.t} rt'v.·.~ ,_t!!Y _type 1- Strain HTL v I liB 1 .. -- • ____ 30 seconds i · •1, ~ 
l ,. 

LH~~Simplex Type I VR-733 F(ll Strain • l iJminute- 1 .~_. 
~Influenza A VR_--~44. Hong Kong strain 2 ___ __ _ __ I 10 minutes 1 

Rhinovirvs R37 VR-1 147. Strain 151 - l : l 10 minutes l r------ ·----- .. . --·-----· ----. ·- ··-----.... -... ·---·--· 
, Polio Type 2. VR- 1 002. Lomir g StraJQ_~-·- .LJQ...r:nin_y.t~s _ _j ~ 

l Evaluated in the presence of 5% organic soiL 
2 Evoluoted in the presence of J% organic soil 

Fungicidal Activity: AXEN® 30 Oi~nfectant. Fungicidal & VIrucidal Spray is effective against 
Trichophyton menfogrophytes. the Athlete · ~ foot fungu~. Lise in locker rooms. dressing rooms. 
showef and bolh Oif:OS. exetcise locilit ie~ or a ny oH·ol?l h01d. :-oon-porous sv1face. 

Deodorizes: AXEN® 30 Disinfectonf. F-.mgtcrdat & Viroddal Spray reduces annoying odors caused 
by buclerio . usc Jo <.on hoi odors inllmpilol~. nu1sing homes. publi<.. te~lroon~. onimol kerrnel~ ond 
born 5lolls. In privolc homes rJse in the ltit<:hf;)n bolhroom. sink 1oom~ onc.l base-ments. 

APPLICATION INSTRUCTIONS 
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Sullw::e~ !hot ore i)e<.!vy soiled w ilh o :c.ro nrc molter ·nus ! be p re -ciE>u ned PJio r lo usrn9 this 
pro d uct. 

· ~./ General Disinfection: 
~or general disinfec tion and elimir,otio r' o f bocterio ~vr.h os P~eudomonos oeruqinosc. 
Slnphylococcus a urevs. Salmonella c/lo letosurs. Listeria monoc:--t<>genes. Voncomycin Restston t 
fn/f:rococc liS roecwm (VI?E) Mefhicillir, Resi~tant Staphylococ c us ovreus (MRSA} und E~chelichia 

coli 0157· 117 the suduu..' mu>l be comr"JI<~ !P.fy wet will1 AXEN® 3() Disinfectant. Fungicidal & 
Virucidal Spray lo r 2 mtntJ ie~. fhe sudoce n1oy ther. be wiped drv wilh o c lean towel. 

({) •• When used os directed. AXE N® 30' M Disinfectant. Fungicidal & Virucidal Spray p rovtdes 
"· .... p ro le-:: lion from Pseud om onas aervgmt:>:..CJ. Slophylococc us o ureus and Solmonelk:J c!laterosUis up 

f0 2~ hours otter irutial application. Do no t ('./eon treated surloc~ of1e r apf)lico ti<>n if :>4 how \' 
protec tion is e>T.A"·.~ Ied lobe mainloined 

Fungus Control: 
for effedive ;..:onhol uf fungu~ suc h os ru<;llophylon meofog10phyle~ .. the wrfo•:r~ mu~f !.)(:> 

complete ly w e t wllh AXeN® 30 Disinfectant Fungicidal & Virucidal Spray for 10 minutes. Thr:: 
sudoc~ n toy tl )<~n t)e wrp<"cl dry with o cleon lowe f. I?P.-(1p01y wt· ··. · <.:I earling or whf.'n nHw ~Jrowth 

ClPr."' ~l~~ -

Viral Control: 
for elim rno tion o t Herpe5 Simplex ryp e I f ( l) Shain the surlocc m ust be c omp letely w et w tlh 
AXEN® 30 Disinfectant, Fungic idal & Virucidal Spray lor 1!.fninu te. The ~uduce moy then be wiped 
rfry wilh a dean towel. ...., 

~or the e limina tion of tntlu<=?nm A Virus. Ho ng Kong strain Rhinovirus R37 Strom IS 1- I. Polio Virus 
Type ;; Lansing Stra in the ~urloce must b e c ompletely wet with AXEN® 30 Disinfectant. Fungicidal 
& Virucidal Spray lo r 10 minutes. The surfo <:t:..' rnoy !hen be wipf)<J dr y wilh o c!eon low(•l. 

Kills HIV·I on pre-cleaned environmental surfaces/objects previously soiled with blood/body 
fluids in heolth c orP. se flings (or other seltings in wt1ich there is on expec ted likelihood ot soiling o f 
inanimate \urfoc e s/objects with blood or b ody fluids. ond in which rhe surfaces/objects likely to 
be soiled with blood or body lluids ca!'l b e as~ocioled with llle potential lo r transmission of HIY) : 
Instructions for Cleaning and Decontamination Against HIV on p re-c leaned environm cnlot 
su1fa cc;/ob jects previously soiled w ith b lood/h acl y fluids: Pe rsona l Protection: When hondlino 
items so1lecl with b loocl or body fluids. use opprop •iole barrier protection such as latex gloves. 
gowns. mosks ()I eye r..:overing~. Cleaning Proc"'dure: Blood onu o lh t.?l body fluids musf b e 
thoroughly •.:leaned from surfaces and object~ before application o f ll'is disiniecfonl. Contact 
Time: Apply AXEN® 30 Disinfectant, Fungicidal & Virucidal Sptay to a rea to be treated. The 
surface must be co mpletely wet with AXEN® 30 Dismtectant. FungicldcsJ & ViNcidol Spray los JO 
seconds. The surface may then be wiped dry with a clean towel. Disposal of lnfectfous Materials: 
Blood and ather body fluids should be autocloved and disposed of according to lederaL sta1e 
and local regulations for infecfious waste disposa l. 

i Storag_e-: 
j Oisposat: 

STORAGE AND OtSPOSAl 
Do not contaminate wotefJood OJ' feed by stomae or disposal. 
Do not reuse container_ Rinse fhorough!y before disc ording in trash or ; 
recycling. I 

--~IN CASE OF EMERGENCY t 
Have the produc~ container or · ,'a·b~l wifh. y~u when-calling a poison control center -~~ 1

1
· 

I doctor. or going for freafmenf. You may also contact CHEMTREC 1-800-424-9300 for 
~ emergency med ical treatment information. . -· _j 

Additional language for front panel 
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Elimina tes Odors 
Eliminates- or- Kills 99.9999% of Pseudomonas aeruginoso. --f.­
Staphylococcus aureus. Salmonella cholera~suis. and Listeria r:-
monocytogenes in 30 seconds · 
Eliminates - or - Kills 99 .9999% o f Staphylococcus aure us in 30 seconds ·'i 
Eliminates - or- Kills 99.9999% of Salmonella c hofera esuis in 30 seconds 
Eliminates - or - Kills 99.9999% of Listeria monoc ytogenes in 30 SP.<:onds 
Elim!nctes- or - Kills 99.9999% o f Pseudorrrnas oeruginosa in 30 seconds 
Kills 99.9999% o f germs in 30 seconds* """· 
Kills germs in 30 seconds• 
Eliminates - or - Kills commo n ho usehold germs 
Elimina tes - or - Kil!s common household g erms including Salmone lla , 
Staphylococcus. Listeria. a nd E. coli. 
E!ir: :nates - or- Kills SolmonP.IIo, Staphylococc~Js. Listeria . ono E. coli. 
Eiiri ina tes- or - Kills - Bacteria. Fungus a nd Virus"' 
No dulling residue 'i-._ 
Disinfec ts w itho ut biE!aching 
No harsh chemica l smell 
Odorle ss 
Disinfects household surfaces 
No Mixing Required .. -._ 
2a hour pro tec tion** f~ 

KEY: "'= Refer to table 

Alternate language for the back panel 

Eliminates - or - Kills 99.9999% o f Pseudomonas aeruginosa, -~,·f.' c_ r .'.) 
Stophyloc occus oureus. Salmonella choleroesuis, and Listeria -J_ . , 
monocytogenes in 30 seconds r . 

Eliminates - or - Kills 99.9999% o f Staphylococcus oure us in 30 seconds 'f 
Eliminates - or - Kills 99.9999% o f Solmone llo cho leroesuis in 30 seconds 
Eliminates- or - Kills 99.9999% o f Listeria monocytogenes in 30 seconds 
Eliminates - or - Kills 99.9999% o f Pseudorronos a eruginosa in 30 seconds 
Kills 99.9999% o f g erms in 30 ser:o nds* + 
Kills germs in 30 seconds* ~ 

24 11our pro tection*"' 

KEY: *= Refer to table 

Optional graphics for back of label (graphics are larger here than they will 
appear on the label) 
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SYM60t. 

SURNAME: 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

January 28, 2003 

Ms. Olivia D. Laird 
Consultant Agent 
For 
Innovative Medical Services 
1725 G11lespie Way 
El Cajon, California 92020 

Dear Ms. Laird: 

Subject: Axeo 30 
EPA File Symbol Number 72977-G 
Application Dated: September II, 2002 

The labeling referred to above, submitted in connection with registration under the 
Federal Insecticide. Fungicide and Rodenticide Act, as amended. is unacceotable for the 
following reasons: 

Proposed Request: 

• Application for new product registration 

Data deficiencies: 

EUicacv Review: 

I. MRID Nwnber 457572-02 : The submitted efficacy data support the use of Axen 
30 (EPA File Symbol 72977-G) as a disinfectant of hard, inanimate. non-porous 
surfaces contaminated with Methicillin-Resistant Salmonella aureus (MRSA) 
(ATCC #700698), Vancomycin-Resistant Enterococcus faecium (VRE) (A TCC 
700221), Escherichia coli 0157:H7 (ATCC #43888) and/or Listeria 
monocytogenes (ATCC #191 11) when used with a ten-minute exposure in the 
presence of a 5% organic soil load at 20°C. (The report lists the strain of E. coli 

s ot actena er a two- nute exposu ·. 
utT~t1·~ttrg· ~·i\-o-A-c·o l'Mt~tttat·s 

...................... ~ .. ... ... ............ ... ............ ........ ················ ....... ............ ..................... . 

EPA Form 1320-1A (1.190) 
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Products Test, they are acceptable because this product is not an aerosol spray. 

2. MR10 Number 457572·03: The submitted data support the use of Axen 30 as a 
disinfectant of hard, non-porous, inanimate surfaces that have been contaminated 
with Staphylococcus aureus (A TCC 6538). Pseudomonas aeruginnsa (A TCC 
15442) or Salmonella choleraesuis (ATCC 1 0708) when used with a ten-minute 
exposure in the presence of a 5% organic soil load at 20°C. 

3. MRID Number 457572-04: The submitted data support the use of Axcn 30 as a 
fungicide on hard. non-porous. inanimate surfaces that have been contaminated 
with Trichophyton mentagrophytes (A TCC #9533 )~when the product is used with 
a l 0-minute exposure at 20°C in the presence of a 5% organic soil load. Both lots 
of the test material was effective against Trichophyton mentagrophytes (A TCC 

4. 

#9 53 3) after a 1 0-minute exposure . . 

MRID Number 457572-05: This study is not acceptable. Bacteriostatic claims 
are permitted only against microorganisms identified as causing economic or 
aesthetic problems (e.g., odor·causing bacteria) in the presence of moisture. but 
not against microorganisms of public health concern. AU data in support of 
residual self-sanitizing effic~ cy data should include a wear component 
commensurate with what is expected to be encountered during actual product use. 

5. MR.lD Number 457572-06: The submitted efficacy data support the use of the 
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against 
Influenza A virus, Hong Kong strain. (ATCC VR-544) on hard, non-porous, 
inanimate surfaces with a 1% soil load and a 1 0-minute exposure period at room 
temperature. 

6 . MRID Number 457572-07: The submitted efficacy data support the use of the 
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against Human 
Immunodeficiency Virus type 1. Strain HTL V -III8 , on hard, non-porous, 
inanimate surfaces with a 5% organic soil load and a 30·second exposure period 
at room temperature. 

7. MRfD Number 457572-08: The submitted etlicacy data support the use of the 
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against Herpes 
simplex virus, type 1, (A TCC VR-733) on hard, non-porous, inanimate surfaces 
with a I% organic soil load with one and ten minute exposures at room 
temperature. 

8. MRID Number 457572-09: The submitted efficacy data support the use of the 
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against 
Poliovirus type 2, Strain Lansing (A TCC VR-1 002) on hard, non-porous, 
inanimate surfaces with a 1% organic soil load with a ten minute exposure at 
room temperature. 
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Staphylocun:us aureus (ATCC 6538), Pseudomonas aeruginosa (ATCC 15442) 
or Salmonella choleraesuis (ATCC 10708) are approved. Axen 30 is approved as 
a hospital disinfectant. 

3. The request to add labeling claims that A.xen 30 is an effective fungicide on hard. 
non-porous. inanimate surfaces that have been contaminated \\~th Trichophyton 
mentagrophytes (A TCC #9533) is approved. 

4. The request to add labeling claims that Axen 30 is an effective virucide against 
Influenza A virus, Hong Kong strain (ATCC VR-544), is approved. The Agency 
recognizes that the lab tested the product with a 1% soil load. Soil loads are 
typically included in antimicrobial efficacy studies to obtain the designation of 
being effective in the presence of organic soil. An antimicrobial agent identified 
as a "one-step" cleaner-disinfectant cleaner-sanitizer, or one intended to be 
effective in the presence of organic soi l must be tested for efficacy by the 
appropriate method(s) which have been modified to include a representative 
organic soil such as 5% blood serum. However. you may retain the statement that 
this product was evaJuated against Influenza A virus, Hong Kong strain (ATCC 
VR-544). in the presence of 1% organic soil. 

S. The request to add labeling claims of Axen 30 being an effective virucide against 
H u~an Immunodeficiency Virus type 1, Strain HTLV -III a. in the presence of an 
organic soil load whh a 1 0-minute exposure is approved. 

6. The request to add labeling claims of Axen 30 being an effective virucide against 
Herpes simplex virus. type I, ATCC Nwnber VR-733. is approved. You may 
retain the statement that this product was evaluated against Herpes simplex virus1 

type 1, ATCC Number VR-733, in the presence of I% organic soil. 

7. The request to add labeling claims of Axen 30 being an effective virucide against 
Poliovirus~ type 2. A TCC VR-733. is approved. You may retain the statement 
that this product was evaluated against Poliovirus, type 2. ATCC VR-733. in the 
presence of I% organic soi I. 

8. The request to add labeling claims of Axen 30 being an effective virucide against 
Rhinovirus, type 37 (ATCC VR-1147, Strain 151-1). is approved . You may retain 
the statement that this product was evaluated against Rhinovirus, type 3 7. A TCC 
VR-1147. Strain 151- L in the presence of 1% organic soi l. 

U11acceptab/e label claims: 

I. The request to add labeling claims that Axen 30 is a bacteriostatic agent, o.r, that it 
will inhibit. check, eliminate or otherwise stop the growth of bacteria that are 
introduced to a surface that has been pre~treated with Axen 30 is denied. Again. 
bacteriostatic claims are pcl1llitted only against microorganisms identified as 
causing economic or aesthetic problems (e.g .. odor-causing bacteria) in the 
presence ofmoisturc, but not against microorganisms of public health concem
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No label claims stating that tbis product provides residual activity against 
bacteria are allowed on the product label. No labeling claims stating that this 
product continues to kill or eliminate bacteria after application are allowed on the 
product label. Please refer to Subdivision G. §91-2, (m). 

2. Page 2 of the submitted label states that Axen 30 '' ... is ideal for use on ... 
contamination." Such statement<> are considered to be superlatives and are not 
allowed on the labels of EPA registered pesticides. 

3. Page 2 of the submitted label states : '·Proven to eliminate bacteria. fungus and 
viruses, contamination.'' This statement should refer to the table under General 
Information that lists the organisms that this product have been proven effective 
against. 

4. Page 3 of the submitted label states: "For general disinfection and elimination of 
bacteria such as Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella 
choleraesuis and Listeria monocytogenes. the surface must be completely wet 
with Axeo 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds.'' The 
EPA does not allow claims of 30-second disinfections. The product label must 
state that for disinfection, the treated surfaces must remain wet for two minutes. 

5. The submitted label describes Axen 30 as being disinfectant, fungicidal and 
virucidal. According to Subdivision H, § I 01-3. g. the unqualified label claim 
"virucidal" is not generally acceptable . The claim "virucidal" must be qualified by 
designating each specific virus against which the product has been tested and 
shown to be effective. 

6 . Statements claiming that this product kills or eliminates bacteria in 30-seconds are 
not allowed on the product label. This statement has not been proven for all 
species of bacteria that this product has been tested against. 

7. The statement "disinfect with confidence'' is not allowable. This could be taken 
to imply that one might not have confidence in other products. EPA/OPP/ AD 
does not allow comparative labeling statements. 

8. The names of all bacterial species listed on product labels should be italicized. 

9. The statements "eliminates'' or ''kills 99.99999% of bacteria in 30 seconds''. and. 
"eliminates" or "kills 99.9999% of bacteria in seconds" are not allowable. These 
statements must be removed from the product label. One reason for this is that 
Axen 30 was not alw:1y<:: able to eliminate 99.9999% bacteria in 30 seCQnds. 

10. The label states: Eliminates bacteria, fungus and virus. This statement is not 
allowable. The statement may be used if it refers to the specific species/strains of 
bacteria, fungi and/or viruses that this product was shown to eliminate. 
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II. Under the Direction For Use heading, delete the statement, "AXEN® 30 
Disinfectant. Fungicidal & Virucidal Spray demonstrated toxicity that placed it in 
Category IV. EPA's lowest toxicity category.·· This is a implied safety claim. 

12. Under the Fast, Easy, Effective heading, delete the statement, ''Toxicity Rating: 
AXEN® 30 Disinfectant, Fungicdal & Virucidal Spray toxicity has been 
evaluated and place in EPA toxicity Category IV -EPA's lowest toxicity rating.'' 
This is an implied Agency endorsement. 

13. Under the heading "Additional language for front of label.'' delete the claims '·No 
irritating fumes .. odors,'' ·'No irritating perfumes," and "Disinfects without 
irritating fumes .. Odors." These are implied safety claims. 

• General comments: 

• 

In the future , when submitting data/studies/reports to the Agency for review, you must 
properly identify the test material used. It is understood that registrants often have products 
tested before a final product name is decided. However, this can be confusing in detennining the 
proper test material identity. If the name of the test material used in the report is not exactly the 
same as the registration product, please state the relationship of the test material (the same 
product with a different name, a dilution of the test material. etc.) in a cover letter submitted with 
the test material. 

In addition, you must submit a copy of EPA 8570-27 (Rev. 8-95) "Formulator's 
Exemption Statement." This form must be completely filled out, signed and dated. 

Other comments: 

Fo.r detailed information and consideration, refer to the enclosed EPA/ AD Efficacy 
review dated January 16.2003. 

Please respond within 75 days from the date of this letter stating your intentions to 
comply with the information/data requests cited above. If no resubmission is received during the 
75-day period, the application will be administratively withdrawn. 

If you have any questions concerning this letter. please contact Adam Heyward at (703) 
308-6422 or Drusilla Copeland at (703) 308-6224. 

dam Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 
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Stabil ized Ionic Silver 

Axen® 30 
Disinfectant, Fungicide & Vi rue ide 

Disinfects and Deodorizes 
Restaurants • Hospitals • Schools • Homes • Offices 

• 

. . 

• KEEP OUT OF REACH OF CHILDREN 

Manufactured by ETI H20 
A Division of Innovative Medical Services 
1725 Gillespie Way 
El Cajon, CA 92020 

CAUTION 

Active Ingredient 
Silver• 0.003 "to 
Citric Acid 4.840% 
Other Ingredients 95.15 7% 

Total 1 00.000% 

" Electrolytically generated Silver ions 

•••••• • • • 

• • •••••• • 
•• • • • • • •• 

• • •••• 
~ •. U't- Rf:Q~r;.12977-# 
El'4 ;.'ST. No .. .'ll~77-CA-001 

• • • • • • • • • • • • • -N!:i>Vof. 5 gall<.tn/1 gal loo/40 
oz132 ozl VJ.J·U S oz./4 oz 

•••• 
• • • • • • • •• 
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DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent wfth its labeling. 

AXfN<U 30 Disinfectant, Fungicidal & Virucidal Spray is a colorless, odorless broad spectrum antimicrobial 
disin(ectant and deodorizer that continues to kill hactNia 24 hour5 after application. AXEN'l' 30 Disinfectant, 
Fungicidal & Virucidal Spray demonstrated toxici ty that placed it in Category IV, EPA's lowest toxicity cat~gory. 

Proven to eliminate bacteria, fungus and viruses, AXENI!> JO Disinfectant, Fungicidal & Virucidal Spray is ideal 
for use on non-pomus environmental hard surfaces in homes, hospitals, nursing homes, medical and dental 
clinics, laboratories, ambulance and p<:~tient tr<~nsler vehicles, funcf()l homes, hotels, restaurants, schools, day 
care facilities, offices, veterinary dinics, anim<~l shellers, kennels, exercise facilities, beauty and barber shop!>, 
subways, trains, airplanes, ships, busses and other public transportation vehicles, locker rooms, kitdlcns, 
restrooms and other areas requiring control of microbial contamination. 

AXENe 30 Disinfectant, Fungicidal & Virucidal Spray has been formulated lo disinfect hard, non-porous 
environmental surf.aces (painted, glazed tile, plastic, m<!tal, glass, glazed porcelain) and objects .such as walls, 
floors, counters, sinks, toilets, cabinet$, tubs, showers, doorknobs, lights switch covers, telephones, appliances, 
stove tops, bed frames, whcelchai(!;, ov~r-bed tables, examination tables and waste containers, tables, a nd 
chairs, . 

FAST, EASY, EFFECTIVE 
General Information 

AXEN47 30 Disinfectant. fungicidal & Virucidal Spray demonstrated effective elimination of the following 
organisms under AOAC protocols: 

···:· -.~~~,;2:{~::.~·~~:<~~;-:· ·/.::·;;.Orgarlism ·. :..:· :; .. 2-:·:·~::~.t:~ :·.~~~·;; -~·: .. I~~',J;: 
Pseudomonas aeruginosa ~ 
S~phylococcusaureus 1 

Salmonella choferasuis I 

Listeria monocyt_o_genes I 

Vancomycin resistant Enterococcus faecium 1 

Methicillin resistant Staphylococcus aureus 1 

E. coli OH157 1 

Trichophyton rnentagro_Q_nytes (Athlete's Foot FuQgus) 
H/Vtype 1· Strain HTLV 1118 1 

Herpes Simplex Type 1 VR-733 F(l) Strain 
Influenza A VR-544, Hong Kong strain ' 
Rhinovirus R37 VR-1147 Strain 1 5 1 -1 I 

Polio Ty_pe 2, VR-1 002, Lansing Strain 1 

t Evaluated in the presence of S~o organic soil. * Evaluated in the presence of 1 "'o organic soil 

' 

t ;': kiii;Ti~~-;,g~~~ 
30 seconds 
30 seconds 
30 seconds 
30 seconds 

2 minutes 
2 minuteS 
2 minutes 

10 minutes 
30 seconds 

1 min ute 
10 minutes 
10 minutes 
10 minutes 

• • •••••• • 
•• • • • • • •• 

Toxicity Rating: AXEN" 30 Oisinfect;;~nt, Fungicidal & Virucidal Spray toxicity has been ~:%lta,a:,nd placed 
• • •••• in EPA Toxicity Category IV- £PA's lowest toxicity rating. • , •• , o • •••• • 

• • 
Residual Activity: l.3boratory testing demonstrates that AX ENG> 30 Disinfectant, Fungicid.ll & V.rucidal S~a;; o • .,. .... ~ ... . 
when used as directed, remains effective in eliminating bacteria from hard surfaces up !C. .t'l •hours arter 

H 
. . ••••• • 

application. {99. 99'4 e ectrv~ in 2 mtnu1es) •••• • • . . ... 
Fungicidal Ac1ivity: AXEN0 30 Disinfectant, Fungicidal & Virucidal Spray is effective agarnst Trichoph.f.On • 
menragrophytes, the Athlete's foot fungus, L'sc in locker rooms, drcssin~ rooms, shower and bath ~~. • • 
exercise facilities or any other hard, non-poro,-s surface. 
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Deodorizes: AXI:N~ 30 Disinfectant. Fungicid<ll & Virucidal Spray rPduc.r.-s annoying odors ou~l hy 
hartcri-.. Usc to control odors in hmpitals, nursin~ ho~. rublic rcstrooms, animal k~nnC!Is and ham sr;ills. In 
privat~ homes, use in the kitchen, bathroom, sink room~ ;.nd basements. 

APPLICATION INSTRUCTIONS 

Surfaces that are heavy soiled with organic. maller must IX' pre<leanf!d prior to using this product. 

General Disinfe-ction: 
For general di~infeoion and elimination of bacteria ~uch a~ Pseudomonas aeruginosa, Staphylococcus aureus, 
Salmonefla cholerasuis and Lisleria monocylogenes, the suriace must be completely wct with AXEN6l 30 
Disinfectant, Fungicidal & Virucidal Spray for 30 seconds. The: surface may then ~ wiped dry with a clr:an 
towP.I. 

Disinfection of Additional Organisms: 
For disinfection where Vancomycin Resistant Enterococcus faecium (VREl. Methicill in Resistant 
Staphylococcus aureus CMRSAJ and E. coli OHt 57 are a concern, the ~urlacc most be completely wert with 
AXENe> 30 Disinfectant, Fungicidal & Virucidal Spr.1y for 2 minutns. The surface may then be wiped dry with 
a clean towel. 
When used as directed. AXEN0 30"' Disinfectant, Fungicidal & Virucidal Spray provides continued protection 
from bac:tcria up to 24 hours after initial application. 

Fungus Control: 
For effective control of fungus such as Trichophrton memagrophytes. the surface must ~completely wet with 
AXEN19 30 Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The surface may then be wiped dry 
with a clean towel. Re-apply when cleaning or when new growth appears. 

Viral Control: 
For elimination of Herpes Simplex Type l F(l) Strain the surface must be completely wei with AXEN() 30 
Disinfectant, Fu~icidal & Virucidal Spray for 1 minute. The surface may then be wiped dry with a clea~ 
towel. 

For the elimination of Influenza A Virus, Hong Kong srrain, Rhinovirus R37 Strain 151-1, Polio Virus Type 2 
lansing Strain the surface must be completely wet with AX£N® 30 Disinfectarrt, Fungicidal & Virucidal Spray 
for 10 minutes. Th€ surface may I hen be wiped dry with a ciP.an towel. 

Kills H/V-1 on pfe<leaned environmental surfaces/objects previously soiled with blood/body fluids in health 
care settings (or other ~nings in which there is an expected likelihood of soiling of inanimate sunaces/object~ 
with blood or body fluids, and in which the surfaces/objects likely to be soiled wi th blood or body fluids can 
be associated with the potential for transmission of HIVJ: Instructions for Cleaning and Decontamination 
Against HIV on pre-cleaned environmental surfaccs'objects previo.usly soiled with bloodJbody fluids: Personal 
Protection: When handling items soiled with blood or body fluids, use appropriate barrier protection such as 
latex glove'!S, gowns, masks or eye coverings. Cleaning Procedure: Blood and other body fluids must be 
thoroughly cleaned from surfaces and objects be4ore application of this disinfectant. Contact Time: Apply 
AXEN¢1 30 Disinfectant, Fungicidal & Virucidal Spray to area to be treated. The surface must be completely 
wet witfl AXENfl 30 Oisinfedant, Fungicidal & Virucidal Spray for 30 seconds. The surface may then be 
wiped dry w ith a clP..an rowel. Disposal of Infectious Materials: Blood and other· body fluid~ ~hould be 
autoclaved and dis~cd of according ro federal, state and local regulations for infectio~ waste disposal. • • 

Storage; I 
Disposal: I 

•••••• -• 
STORACE AND DISPOSAL 

Oo not contaminate water food or feed by storage or disPOsal. 
Do not reuse container. Rinse thoroughly before discarding in trash _!)f 't~ling. 

• 
•••••• 

•• • 
• •• 

• 
•• • . • • • •• • 

IN CASE OF EMERGENCY ... • .. •: • ~ 
Have the product container or label with you when calling a poison control ceQ~ .Q,- doctor, Qf 
going for treatment. You may also contact CHEMTREC 1.-800-424-9300 for emergency me<:U~ • . 
treatment information. • • • • • 

• • • • • • • •• 
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Additional language for front of label 

Eliminates Odors 
Eliminates- or- Kills 99.9999% of bacteria in 30 seconds 
Eliminates- or- Kills 99.9999% of bacteria in seconds 
Eliminates- or- Kills common household germs 
Eliminates- or - Kilts common household germs incl uding Salmonella, 
Staphylococcus, Listeria, and E. coli. 
Eliminates- or- Kills Salmonella, Staphylococcus, Listeria, and E. coli. 
Eliminates- or - Bacteria, Fungus and Virus 
No dull residue 
D isinfects without bleaching 
No harsh chemical smell 
Odorless 
No irritating fumes - or - odors 
No irritating perfumes 
Disinfects without irritating fumes - or -odors 
Disinfects household surfaces 
No Mixing Required 
Disinfect w ith confidence 

Alternate language for the back of the label 

Eliminates- or- Kills 99.9999% of bacteria in 30 seconds 
Eliminates- or- Kills 99.9999% of bacteria in seconds 
Disinfect with confidence 

Optional graphics for back of label (graphics are larger here than they will appear 
on the label) 

KITCHEN BATHROOM 

•••••• . . .. 
• • ....... 

• • •• 
••••• • • ••••• 

. . 
•••••• • 
•• • . . .. 
• • • 

• 
• ••• • • . ... 
•••• • • • •• • .. 
• ••• • • .... ... . 

• • • • •• 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

January 16, 2003 

OFFICE OF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

MEMORANDUM 

Subject: 

From: 

Through: 

Efficacy Review for EPA Reg. No. 72977-G I Axen 30 
DP Barcode: 0286172 

(\ { I • 

\.. .... ( t'V-1. lan Blackwell, Biologist 
Efficacy Evaluation T earn 
Product Science Branch 
Antimicrobials Division (7510C) 

. ·; . (Jz...k ;U__(l 
Emily Mitchell , Team Leader C~-y~--j,.. 
Efficacy Evaluation Team 
Product Science Branch 
Antimicrobials Division (751 OC) 

• To: Adam Heyward, PM 34 I Drusilla Copeland 
Regulatory Management Branch II 
Antimicrobials Division (751 OC) 

Applicant: ETI H20 , Inc. 

Formulation From Label: 
Active lngredient(s) 
Silver 
Citric Acid 
Inert lngredient(s) 

Total 

% bywt 
0.003 
4.840 

95.157 
100.000 
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BACKGROUND: ETI H20 , Inc., has submitted a set of antimicrobial efficacy 
studies to support the registration of their product, "Axen 30". The MRID Numbers 
are 457572-02 thru 457572-10. The studies were conducted by Nelson 
Laboratories, Inc., and AppTec Laboratory Services. 

These studies were primarily reviewed by the EPA contractor, DynCorp Systems & 
Solutions, LLC. The studies and the DynCorp report were briefly reviewed by 
EETIPSB/AD scientists to assure that they met Agency guidelines. 

Axen® 30 (EPA Reg. No. 72977-G). is a new, as yet unregistered , ready-to-use 
product. The applicant requested to register the spray product as a disinfectant 
(bactericide, virucide, fungicide) for use on hard, non-porous, inanimate surfaces, 
including for use in homes, hospitals, restaurants, schools, and offices. The 
applicant indicated that the product is a "meMtoo" end-use product. The label claims 
that the product is effective against certain microorganisms in the presence of 
organic soil (1% or 5%). The label further claims that the product "remains effective 
in eliminating bacteria from hard surfaces up to 24 hours after application." Studies 
were conducted at Nelson Laboratories located at 6280 South Redwood Road in 
Salt Lake City, Utah 84123-6600 and AppTec Laboratory Services located at 2540 
Executive Drive in St. Paul, Minnesota 55120. 

This data package contained EPA Form 8570-4 {Confidential Statement of 
Formula), EPA Form 8570-35 (Data Matrix), nine studies (MRID Nos. 457572-02 
through 457572-10), Statements of No Data Confidentiality Claims for all studies, 
and the proposed label. 

The reports describe studies conducted on the product, Axen® (EPA Reg. No. 
72977-2: 0.0012% silver) and state that the test material was a 30 ppm solution of 
Axenohl® (EPA Reg. No. 72977-1; 0.24% silver). Axenohl® is also referred to as 
the 2400 or 2410 ppm concentrate. Nothing in the reports or other parts of the data 
package actually states that 72977 -G/Axen 30 is a 30 ppm solution of Axenohl. As 
there was a question of the test material identity, the study sponsor, Dolana Blount, 
was contacted. She faxed a letter to the study reviewer specifically stating that each 
of the test materials used in the reports submitted (MRID Numbers are 457572-02 
thru 457572-10), once diluted, was equivalent to Axen 30. The concentrate used in 
these studies was Axe noh I. 72977-1 . (That letter is attached to this review.) 

II Use Directions 

The product is designed to be used for disinfecting hard, non-porous, inanimate 
surfaces such as walls, floors, counter tops, sinks, toilets, cabinets, tubs, showers, 
doorknobs, lights switch covers, telephones, appliances, stove tops, bed frames, 
wheelchairs, over-bed tables, examination tables and waste containers, tables, and 
chairs. Directions on the proposed label provided the following information 
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regarding preparation and use of the product as a disinfectant: Pre-clean surfaces 
that are heavily soiled. Completely wet surfaces with the product for the label­
specified contact time (which varies depending upon the organism being targeted). 
Wipe surfaces dry with a clean towel. 

The proposed label directions also included special instructions for cleaning and 
decontaminating against HIV-1 on pre-cleaned surfaces or objects previously soiled 
with blood/body fluids. 

Ul Agency Standards for Proposed Claims 

Confirmatory Efficacy Data Requirements- "Me-Too" Applications 

A "me-too" application involves an old chemical (i.e., active ingredient) that has been 
previously registered for use as a pesticide and that is also the active ingredient 
present in the product proposed for registration (i.e., the product for which the 
current application is being submitted). DISffSS-5 states that products proposed 
for registration that are merely dilutions of a product already registered require only 
documentation of this identity and specific references to the supporting data 
developed for the original product. DISffSS-5 also states that confirmatory data 
must be produced when the test methodology used in support of the original 
supporting efficacy data (i.e., for the old chemical) are modified to include additional 
elements (e.g., organic soil load, shorter contact time) . For hospital disinfectants, 10 
carriers on each of two samples representing 2 different batches of product must be 
tested against Salmonella choleraesuis (ATCC 10708), Staphylococcus aureus 
(A TCC 6538), and Pseudomonas aeruginosa (A TC C 15442) using either the AOAC 
Use-Dilution Method or the AOAC Germicidal Spray Products Test. Killing on all 
carriers is required. The above Agency standards are presented in DISffSS-5. 

Note: The proposed label for the product, Axen® 30, indicates a 30 second contact 
time for Salmonella choleraesuis, Staphylococcus aureus, and Pseudomonas 
aeruginosa. The last accepted label (dated June 21, 2001) for the product, Axen®, 
indicates a 10 minute contact time for these three microorganisms. 

Disinfectants for Use on Hard Surfaces in Hospital or Medical Environments 
(Additional Microorganisms) 

Effectiveness of disinfectants against specific microorganisms other than those 
named in the AOAC Use-Dilution Method, AOAC Germicidal Spray Products Test, 
AOAC Fungicidal Test, and AOAC Tuberculocidal Activity Method, but not including 
viruses, must be determined by either the AOAC Use-Dilution Method or the AOAC 
Germicidal Spray Products Test. Ten carriers must be tested against each specific 
microorganism with each of 2 product samples, representing 2 different batches. To 
support products labeled as "disinfectants" for specific microorganisms (other than 
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those microorganisms named in the above test methods), killing of the specific 
microorganism on all carriers is requ ired. In addit ion, plate couRt data must be 
submitted for each microorganism to demonstrate that a concentration of at least 
104 microorganisms survived the carrier-drying step. These Agency standards are 
also presented in DIS!TSS-1 . 

Virucides 

The effectiveness of virucides against specific viruses must be supported by efficacy 
data that simulates, to the extent possible in the laboratory, the conditions under 
which the product is intended to be used. Carrier methods that are modifications of.-· 
either the AOAC Use-Dilution Method (for liquid disinfectants) or the AOAC 
Germicidal Spray Products Test (for spray disinfectants) must be used in developing 
data for virucides intended for use upon dry inanimate, environmental surfaces (e.g., 
floors , tables, cleaned dried medical instruments). To simulate in-use condittons, 
the specific virus to be treated must be inoculated onto hard surfaces, allowed to 
dry, and then treated with the product according to the directions for use on the 
product label. One surface for each of two different batches of disinfectant must be 
tested against a recoverable virus titer of at least 104 from the test surface for a 
specified exposure period at room temperature. Then, the virus must be assayed 
by an appropriate virological technique, using a minimum of four determinations per 
each dilution assayed. The calculated viral titers must be reported with the test 
results. For the data to be considered acceptable, results must demonstrate 
complete inactivation of the virus at all dilutions. When cytotoxicity is evident, at 
least a 3-log reduction in titer must be demonstrated beyond the cytotoxic leveL 
These Agency standards are presented in DISffSS-7. 

Disinfectants for Use as Fungicides {Against Pathogenic Fungi) 

The effectiveness of liquid disinfectants against specific pathogenic fungi must be 
supported by efficacy data derived from each of 2 product samples representing 2 
different batches using the AOAC Fungicidal Test. The highest dilution that kills all 
fungal spores is the minimum effective concentration. In addition, the method 
indicates that conidia of required resistance survive a 10 minute exposure at 20°C to 
phenol dilution of 1:70, but not to one of 1:60. These Agency standards are 
presented in DIS/TSS-6 and AOAC Method 955.17. 

Alternatively, the AOAC Use-Dilution Method may be modified to conform with the 
appropriate elements in the AOAC Fungicidal Test. If the product is intended to be 
used as a spray product, the AOAC Germicidal Spray Products Test must be 
employed. The inoculum in the test must be modified to provide a concentration of 
at least 106 conidia per carrier. Ten carriers on each of 2 product samples 
representing 2 different batches must be employed in the test. Killing of the specific 
pathogenic fungi on all carriers is required. These Agency standards are also 
presented in DISfTSS-6. 
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IV Comments on the Submitted Efficacy Studies 

1 MRID 457572-02: UAOAC Use Dilution- Carrier Confirmation," by Shelli A. 
Baxter. Study conducted at Nelson Laboratories, Inc. Study completion date -
January 10, 2002. Lab Number- 197155. Protocol Number- 200135303-01. 

This study was conducted against Staphylococcus aureus (MRSA) (ATCC 
700698), Enterococcus faecium (VRE) (ATCC 700221), Listeria monocytagenes 
(ATCC 19111), and Escherichia coli OH157 (ATCC 43888). Two lots (Lot N_os. 
2001-042-001 and 2001-005-001) of the product, Axenohl (EPA Registration 
Number 72977-1), were tested using the AOAC Use-Dilution Method as 
described in the· AOAC Official Methods of Analysis, 151

h Edition, 1990. A 30 
ppm solution of Axene was prepared by diluting the 2410 ppm concentrate with 
5% (w/w} citric acid in purified water. Equine blood serum was added to the 
culture to achieve a 5% organic soil load. Ten (10) stainless steel penicylinder 
carriers were immersed in a 48-54 hour old suspension of the test organism for 
15 minutes, removed and shaken to remove excess culture, and dried for 40±2 
minutes at 37±2°C. The carriers were exposed to 10 ml of the use solution at 
20±0.5°C. Carriers were exposed for 30 second, 1 minute and 2 minute 
intervals. Following the exposure intervals, the carriers were removed from the 
use solution, shaken to remove residual product, transferred to tubes containing 
LETH, and shaken thoroughly. The culture tubes were incubated at 37±2°C for 
2 days and then observed for the presence or absence of visible growth. 
Controls included neutralization verification, growth promotion of recovery media, 
and dried carrier counts. 

Note: Although the report states that the test material was a dilution of Axen, 
information from th~ sponsor states that the test material was actually a dilution 
of Axenohl, 72977-1 . 

2 MRID Number 457572-03: "AOAC Use Dilution- Carrier Confirmation," by 
Shelli A. Baxter. Study conducted at Nelson Laboratories, Inc. Study completion 
date- January 9, 2002. Lab Number -194972. Protocol Number 200126906-02. 

This study was conducted against Staphylococcus aureus (ATCC 6538), 
Pseudomonas aeruginosa (ATCC 15442), and Salmonella choleraesuis (ATCC 
10708). Two lots (Lot Nos. 2001-042-001 and 2001-005-001) of the product, 
Axenohl®, were tested using the AOAC Use-Dilutio~ Method as described in the 
AOAC Official Methods of Analysis, 15111 Edition, 1990. For both lots. 15 ppm, 20 
ppm and 30 ppm solutions of Axenohl were prepared by diluting the 2410 ppm 
concentrate with 5% (w/w) citric acid in purified water. Equine blood serum was 
added to the culture to achieve a 5% organic soil load. Ten (10) stainless steel 
cylinder carriers were immersed in a 48-54 hour old suspension of the test 
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or-ganism for 15 minutes, removed and shaken to remove excess culture, and 
dried for 40±2 minutes at 37±2°C. The carriers were exposed to 10 mL of the 
use solution at 20±0.5°C. Carriers were exposed for different intervals as 
follows: 

Organism Exposure Times 

15 ppm Use Solution 20 ppm Use Solution 30 ppm Use Solution 

Staphylococcus 1, 5, and 10 minutes 1, 2, and 5 minutes 30 seconds, 1 and 2 
au reus minutes 

Pseudomonas 1, 5, and 10 minutes 1, 2, and 5 minutes 30 seconds, 1 and 2 
aeruginosa minutes 

Salmonella 1 , 5, and 1 0 minutes 1, 2, and 5 minutes 30 seconds, 1 and 2 
choferaesuis minutes 

Following the exposure intervals, the carriers were removed from the use 
solution, shaken to remove residual product, transferred to tubes containing 
Letheen Broth, and shaken thoroughly. The culture tubes were incubated at 
37±2°C for 2 days and then observed for the presence or absence of visible 
growth. Controls included phenol resistance, neutralization verification, growth 
promotion of recovery media, and dried carrier counts. 

3 MRID Number 457572-04: "Fungicidal Activity of a Disinfectantn by Shelli Baxter. 
Study conducted at Nelson Laboratories, Inc. Study completion date- January 
11, 2002. Laboratory Sample ID- 197157. Protocol Number- 200124703-03. 

This study was conducted against Trichophyton mentagrophytes (ATCC 9533). 
Two lots (Lot Nos. 2001-042-001 and 2001-005-001) of the product/Axeno.h[ 
were tested using the Fungicidal Activity of Disinfectants Method as 'aescribed in 
the AOAC Official Methods of Analysis , 171

h Edition, 2000. A 30 ppm solution of 
Axenot!!1was prepared by diluting the 2410 ppm concentrate with 5% (w/w) citric 
acid in purified water. Five mL of use solution was placed into test tubes. A 
volume of 0.5 mL of the conidial suspension was placed in the first tube of use 
solution and shaken. After 30 seconds, 0.5 ml of the conidial suspension was 
added to a second tube. This was repeated at 30 second intervals until all tubes 
were inoculated. After 30 second, 1, 2, 5, and 10 minute intervals, a sample 
from each tube was removed and placed into 20 mL of glucose broth. The 
culture tubes were incubated at 27-29°C for 10 days and then observed for the 
presence or absence of visible growth. Controls included phenol resistance, 
neutralization verification, growth promotion of recovery media, and sterility. 

4 MRID Number 457572-05: uEvaluation of Axen* for Residual Activity" by Shelli 
Baxter. Study conducted at Nelson Laboratories, Inc. Study completion date­
February 8, 2002. Lab Sample ID- 197158. Protocol Number 200132009-02. 
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This study was conducted against Staphylococcus aureus (ATCC 6538), 
Pseudomonas aeruginosa (ATCC 15442), and Salmonella choleraesuis (ATCC 
10708). Two lots (Lot Nos. 2001-042-001 and 2001-005-001) of the product, 
Axenohl, were tested. The report referenced the AOAC Germicidal Spray 
Products as Disinfectants Method as described in the AOAC Official Methods of 
Analysis, 16111 Edition, 1995. A 30 ppm solution of Axenohl was prepared by 
diluting the 2410 ppm concentrate with 5% (w/w) citric acid in purified water. 
Eighteen glass slides per organism, per lot, per time point were prepared. One 
mL of the use solution was applied to each glass slide. The use solution was 
spread over the entire slide with a clean towel. At 0, 1, 6, and 24 hours, 0.01 ml 
of the test culture was transferred onto the sterile test slides and spread 
uniformly over an approximate one inch by one inch area. Three slides per 
organism, per lot of product. were held for 30 seconds, 1 minute, and 2 minutes. 
After the exposure intervals, the slides were transferred into a bottle of lethene. 
One slide per organism, per time point, was extracted by shaking manually for 1 
minute. A plate count was performed in triplicate. The remaining bottles and all 
plates were incubated for 48~54 hours at 37±2°C and observed for the presence 
or absence of visible growth. Controls included neutralization verification, growth 
promotion of recovery media, and initial counts. 

Note: This study was conducted to support the claim that the product "remains 
effective in eliminating bacteria from hard surfaces up to 24 hours after 
application." In this study, the test material was applied before the application 
of the bacterial. 

Note: Data were provided in triplicate (i.e., 3 data points) for both product lots, 
for each organism, and for each exposure interval. Only qualitative results (i.e., 
reported as growth or no growth) were provided for testing of the product against 
Lot No. 2001-005-001. Qualitative results also were provided for 2 of the 3 data 
points for testing of the product against Lot No. 2001-042-001. Quantitative 
results were provided for 1 of the 3 data points for testing of the product against 
Lot No. 2001-042-001 (i.e., the data point for the slide that was subjected to 
extraction). 

5 MRID Number 457572-06: "Virucidal Efficacy of a Disinfectant for Use on 
Inanimate Environmental Surfaces" for Axen«> 30, by Mary J. Miller. Study 
conducted at AppTec Laboratory Services. Study completion date - January 17, 
2002. Project Number -12465. 

This study was conducted against Influenza A virus. Hong KonQ strain (ATCC 
VR-544), usinQ Rhesus monkey kidney cells (obtained from ViroMed 
Laboratories, Inc., Minneapolis, Minnesota) as the host system. Two lots (lot 
Nos. 2001-042-001 and 2001-005-001) of the product, Axenohl, were tested 
according to an AppTec Laboratory Services protocol (Protocol No. 
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IMS01121301.FLU, copy not provided). The product was received, ready to use, 
from the applicant, and was identified as the 30 ppm use dilution of Axenoh[®, a 
2400 ppm concentrate. The stock virus titer contained a 1% organic soil load 
(fetal bovine serum). Films of virus were prepared by spreading 0.2 ml of virus 
inoculum uniformly over the bottoms of three separate sterile glass Petri dishes. 
The virus films were dried at 20.1 oc in a relative humidity of 46% for 20 minutes. 
For each lot of product, separate dried virus films were exposed to 2.0 mL of the 
use solution at 22°C. After 10 minutes of exposure, the plates were scraped with 
a cell scraper to re-suspend the contents and the virus-disinfectant mixture was 
passed through a Sephadex column. The filtrate was then titered by serial 
dilution in Eagles minimal essential medium (E-MEM) supplemented with 1% 
heat-inactivated fetal bovine serum, 10 IJg/mL gentamicin, 100 units/mL 
penicillin, and 2.5 ~g/ml Fungizone. Rhesus monkey kidney cells were 
inoculated in quadruplicate with 0.1 mL of each dilution and incubated at 36-
380C in a humidified atmosphere of 5-7% C02• The plates were scored 
periodically for 7 days for the absence or presence of unspecified cytopathic 
effects, cytotoxicity, and viability. Controls included dried virus counts, 
cytotoxicity, and neutralization. Viral and cytotoxicity titers were calculated by the 
method of Spearman Karber. 

6 MRID 457572-07: "Virucidal Efficacy of a Disinfectant for Use on Inanimate 
Environmental Sutiaces" for Axen® 30, by Mary J. Miller. Study conducted at 
AppTec Laboratory Services. Study completion date- December 20, 2001 . 
Project Number- 12305. 

This study was conducted against Human Immunodeficiency Virus Type 1, 
Strain HTLV-1118 ; (obtained from Advanced Biotechnologies. Inc., Columbia, 
Maryland)~ using MT-2 cell cultures (human CD4+ lymphocytes; propagated in­
house; originally obtained from the National Cancer Institute, Frederick, 
Maryland) as the host system. No ATCC Number was provided for this strain of 
HTLV-111. Two lots (Lot Nos. 2001-042-001 and 2001 -005-001 ) of the product, 
Axenohl, were tested accordin~ to an AppTec Laboratory Services protocol 
(Protocol No. IMS99111501.HIV, copy not provided). The product was received, 
ready to use, from the applicant, and was identified as the 30 ppm use dilution of 
Axenohl®, a 2400 ppm concentrate. The stock virus titer contained a 5% organic 
soil load (fetal bovine serum). Films of virus were prepared by spreading 0.2 ml 
of virus inoculum uniformly over the bottoms of three separate sterile glass Petri 
dishes. The virus films were air-dried at 1JOC for 20 minutes, then incubated at 
36-38oC for an additional 30 minutes. For each lot of product, separate dried 
virus films were exposed to 2.0 ml of the use solution at 17°C. After 30 seconds 
of exposure, the plates were scraped with a cell scraper to re-suspend the 
contents and the virus-disinfectant mixture was passed through a Sephadex 
column. The filtrate was then t itered by serial dilution in RPMJ 1640 
supplemented with 15% (vlv) heat-inactivated fetal bovine serum. 2 mM L­
glutamine, and 50 IJg/mL gentamicin. MT-2 cells were inoculated in 
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quadruplicate with 0.2 ml of each dilution and incubated at 36-38°C in a 
humidified atmosphere of 5-7% C02• The plates were scored periodically for 8 
days for the absence or presence of unspecified cytopathic effects, cytotoxicity, 
and viability. Controls included cytotoxicity, dried virus controls, and 
neutralization. Viral and cytotoxicity titers were calculated by the method of 
Spearman Karber. 

7 MRID 457572-08: "Virucidal Efficacy of a Disinfectant for Use on Inanimate 
Environmental Surfaces" for Axen® 30, by Mary J. Miller. Study conducted at 
AppTec Laboratory Services. Study completion date- February 12, 2002. 
Project Number 12609. 

This study was conducted against Herpes simplex virus type 1 (ATCC VR-733, 
F(1) Strain), usinQ rabbit kidney cells (obtained from ViroMed Laboratories, Inc., 
Minneapolis. Minnesota) as the host system . Two lots (Lot Nos. 2001-042-001 
and 2001-005-001) of the product, Ax.en®, were tested accordinQ to an AppTec 
Laboratory Services protocol (Protocol No. IMS01011002.HSV, copy not 
provided). The product was received, ready to use. from the applicant, and was 
identified as the 30 ppm use dilution of Axenohl®, a 2400 ppm concentrate. The 
stock virus titer contained a 1% organic soil load (fetal bovine serum). Films of 
virus were prepared by spreading 0.2 ml of virus inoculum uniformly over the 
bottoms of six separate sterile glass Petri dishes. The virus films were dried at 
10°C in a relative humidity of 50% for 25 minutes. For each lot of product, 
separate dried virus films were exposed to 2.0 ml of the use solution at 24°C. 
After both 1 minute and 10 minute exposures, the plates were scraped with a cell 
scraper to re-suspend the contents and the virus-disinfectant mixtures were 
passed through a Sephadex column. The fi ltrate was then titered by serial 
dilution in Eagles minimal essential medium (E-MEM) supplemented with 5% 
heat-inactivated fetal bovine serum, 10 IJg/mL gentamicin, 100 units/ml 
penicillin, and 2.5 IJglml Fungizone. Rabbit kidney cells were inoculated in 
quadruplicate with 0.1 ml of each dilution and incubated at 36-38°C in a 
humidified atmosphere of 5-7% C02 • The plates were scored periodically for 7 
days for the absence or presence of unspecified cytopathic effects, cytotoxicity, 
and viability. Controls included cytotoxicity, dried virus controls, and 
neutralization. Viral and cytotoxicity titers were calculated by the method of 
Spearman Karber. 

8 MRID Number 457572-09: "Virucidal Efficacy of a Disinfectant for Use on 
Inanimate Environmental Surfaces" for Axenfi 30, by Mary J. Miller. Study 
conducted at AppTec Laboratory Services. Study completion date- February 
12, 2002. Project Number- 12608. 

This study was conducted against Poliovirus type 2 (ATCC VR-1002, Strain 
LansinQ). usinQ Vero cells (obtained from ViroMed Laboratories, Inc .. 
Minneapolis, Minnesota) as the host system. Two lots (Lot Nos. 2001 -042-001 
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and 2001-005-001) of the product, Axenohl , were tested accordinQ to an AppTec 
Laboratory Services protocol (Protocol No. IMS01011002.POL. copy not 
provided). The product was received, ready to use, from the applicant, and was 
identified as the 30 ppm use dilution of Axenohi, a 2400 ppm concentrate. The 
stock virus titer contained a 1% organic soil load (fetal bovine serum). Films of 
virus were prepared by spreading 0.2 ml of virus inoculum uniformly over the 
bottoms of six separate sterile glass Petri dishes. The virus films were dried at 
10°C in a relative humidity of 50% for 25 minutes. For each lot of product, 
separate dried virus films were exposed to 2.0 ml of the use solution at 23°C. 
After both 1 minute and 1 0 minute exposures, the plates were scraped with a cell 
scraper to re-suspend the contents and the virus-d isinfectant mixtures were 
passed through a Sephadex column. The filtrate was then titered by serial 
dilution in Eagles minimal essential medium (E-MEM) supplemented with 5% 
heat-inactivated fetal bovine serum. 10 IJg/mL gentamicin , 100 units/mL 
penicillin, and 2.5 IJQ/mL Fungizone. Vero cells were inoculated in quadruplicate 
with 0.1 ml of each dilution and incubated at 36-38°C in a humidified 
atmosphere of 5-7% C02• The plates were scored periodically for 7 days for the 
absence or presence of unspecified cytopathic effects, cytotoxicity, and viability. 
Controls included cytotoxicity, dried virus controls, and neutralization. Viral and 
cytotoxicity titers were calculated by the method of Spearman Karber. 

9 MRID Number 457572-10: "Virucidal Efficacy of a Disinfectant for Use on 
Inanimate Environmental Surfaces" for Axent& 30, by Mary J . Miller. Study 
conducted at AppTec Laboratory Services. Study completion date- February 
12, 2002. 

This study was conducted against Rhinovirus type 37 (ATCC VR-1147, Strain 
151~1). using MRC-5 cells (human embryonic lung cells; obtained from ViroMed 
Laboratories, Inc., Minneapolis, Minnesota) as the host system. Two lots (lot 
Nos. 2001-042-001 and 2001-005-001) of the product, Axenohl, were tested 
acoordi n~ to an AppTec Laboratory Services protocol (Protocol No . 
IMS01010402.R37, copy not provided). The product was received, ready to use, 
from the applicant, and was identified as the 30 ppm use dilution of Axenohl®, a 
2400 ppm concentrate. The stock virus titer contained a 1% organic soil load 
(fetal bovine serum) . Films of virus were prepared by spreading 0.2 mL of virus 
inoculum uniformly over the bottoms of three separate sterile glass Petri dishes. 
The virus films were dried at 10.1 oc in a relative humidity of 51% for 25 minutes. 
For each lot of product, separate dried virus films were exposed to 2.0 ml of the 
use solution at 22°C. After 10 minutes of exposure. the plates were scraped with 
a cell scraper to re-suspend the contents and the virus-disinfectant mixture was 
passed through a Sephadex column. The filtrate was then titered by serial 
dilution in Eagles minimal essential medium (E-MEM) supplemented with 10% 
heat-inactivated fetal bovine serum, 10 J,Jg/ml gentamicin, 100 units/ml 
penicillin , and 2.5 ~g/ml Fungizone. MRC-5 cells were inoculated in 
quadruplicate with 0.1 ml of each dilution and incubated at 31-35°C in a 
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humidified atmosphere of 5-7% C02• The plates were scored periodically for 7 
days for the absence or presence of unspecified cytopathic effects, cytotoxicity, 
and viability. Controls included cytotoxicity, dried virus controls, and 
neutralization. Viral and cytotoxicity titers were calculated by the method of 
Spearman Karber . 
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V Results 

Table 1. Antibacterial Activity of Axen Against Staphylococcus aureus (MRSA), 
Enterococcus faecium NRE), Listeria monocyt9genes and Escherichia coli 0157:H7. 

MRID Organism Exposure No. Exhibiting GrowthfTotal No. Dried Carrier 
Number Time Tested Counts 

Lot No. 2001- Lot No. 2001-
(CFU/carrier) 

042-001 005-001 

457572-02 Staphylococcus 30 sec. 9/10 9/10 1 X 10S 
aureus (MRSA) 

1 min. 7/10 7/10 

2min. v 0/10 0/10 

Enterococcus 30 sec. 0/10 2/10 1 X 104
, 

faecium (VRE) 1 )( 105 

1 min . 1/10 1/10 • 2 min. 0/10 0/10 

Usteria 30sec. / 0110 0/10 1 x 1o• 
monocytogenes 

1 min. 0/10 0110 

2 min. 0/10 0/10 .,/ 

Escherichia coli 30 sec. 1110 0/10 1 X 104
, 

0157:H7 1 X 105 

1 min. 0110 1/10 

2 min. 0/10 0/10 / 

• 
'· 
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T bl 2 T t f 30 a e es o ppm 1 ut1on o fAx hi A eno \gatnst Th ree s ipectes o fB acterra 

·Axenohl Against Three Species of Bacteria 

MRJD Organism Exposure No. Exhibiting Growthffotal No. Microbes Initially 
Number Time Tested Present 

Lot No. 2001- Lot No. 2001-
(CFU/mL) at 30 

042-001 005-001 
ppm 

457572-03 Staphylococcus 30 sec. 0/10 0/10 1 X 10S, 
au reus 1 X 106 

1 min. 0/10 0/10 

2min. 0/10 0/10 

Pseudomonas 30 sec. 0110 0/10 1 X 104
, 

aeruginosa 1 X 105 

1 min. 0/10 0/10 

2 min. 0/10 0/10 

Salmonella 30 sec. 0/10 0/10 1 x 10s 
choferaesuis 

1 min. 0/10 0/10 

2 min. 0/10 0/10 

Note: Results were also reported for a 15 and 20 ppm use solution of the product for 
Staphylococcus aureus, Pseudomonas aeruginosa, and Salmonella choleraesuis. See 
MRID No. 457572-03. 

Ta ble 3. Test of a 30 _ppm Dilution of Axen Against Trichoeflyton mentagrophytes 

Axen Against Trichophyton mentagrophytes 

MRID Organism Exposure Number Exhibiting Growth/ VIability 
Number Time Total Number Tested {con idia/ml} 

Lot No. 2001- Lot No. 2001 -
042-001 005-001 

457572-04 Trichophyton 30 sec 59/60 60/60 1.2 X 107 

mentagrophytes 
1 min. 58/60 60/60 

2 min. 54/60 57/60 

5 min. 11/60 10/60 

10 min. 0/60 0/60 
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Ta ble 4. MRID Number 457572-05: Residual Bactericidal Activity of Axen 

Organism Exposure % Reduction/ Microbes 
Time Lot No. 2001-042-001 Initially 

Present 

0 Hour 1 Hour 6 Hours 24 hours 
(CFU/ml) at 
0, 1.6,24 

Hours 

Staphylococcus 0.5 min. 99.7 99.8 99.993 99.6 7.7 X 103 

au reus 7.7 X 103 

1 min. 99.99 99.94 99.997 99.96 3.2 X 104 

3.2 X 104 

2min. 99.99 99.97 99.96 99.99 

Salmonella 0.5 min. 64 99.4 81 83 1.1 X 105 

choleraesuis 1.1x105 

1 min. 99.5 99.997 99 93 3.4 X 104 

• 2min. 99.99 99.996 99.7 >99.997 3.4 X 10~ 

Pseudomonas 0.5 min. 99 99.7 74 >99.998 5.7 X 104 

aeruginosa 
1 min. 99.8 ·99 99.93 99.990 5.7 X 104 

4.2 X 104 

2 min . 99.99 99.9 99.97 >99.998 4.2 X 104 

• 
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T bl 5 V' . d I Effi fAx a e lrUCI a 1cacy o en a t 30 ppm. 

MRID Organism Results Dried Virus 
Number Control 

Lot No. 2001- Lot No. 2001-
042..()01 005-001 

457572-06 Influenza A 10·1 to 10-ll Complete Complete 1 os.zs 
virus, strain dilutions inactivation inactivation TCIDsof0.1 ml 
Hong Kong 

TCIDso/0.1 ml s10°·5 s 100-5 

457572-07 Human 10"1 Cytotoxicity Cytotoxicity 1QS.25 
lmmuno- present present 

TCIOsof0.2 ml deficiency 
Virus Type 1 1 o·2 to 1 o·7 Complete Complete 

dilutions inactivation inactivation 

• TCIDsof0.2 ml ~101.5 s101·5 

Log reduction ~3.75 1og,0 ~3 . 751og10 

457572-08 Herpes 10'1 to 10-e Complete Complete 1080 TCID5J0.1 
simplex virus dilutions inactivation inactivation ml 

Contact type 1 
TCIO.sof0.1 ml s 1oM s10o..s 

Time: 1 min. 

457572-09 Poliovirus 10·1 to 10-a Complete Complete 106
·
5 TC1Dsof0.1 

type 2, strain dilutions inactivation inactivation ml 
Contact Lansing 
Time: 10 TCIDsJ0.1 ml s 10°•5 ~1005 

minutes. 

457572-10 Rhinovirus 10·1 to 10'7 Complete Complete 105
·
0 TCIDsJ0.1 

• type 37, dilutions inactivation inactivation ml 
strain 151-1 

TC10sof0.1 ml s10°'5 s 10°'5 
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VI Conclusions 

1 MRID Number 457572-02: The submrtted efficacy data support the use of Axen 
30 (EPA File Symbol 72977-G) as a disinfectant of hard , inanimate, non-porous 
surfaces contaminated with Methicillin-Resistant Salmonella aureus (MRSA) 
(ATCC #700698). Vancomycin-Resistant Enterococcus faecium (VRE) (ATCC 
700221), Escherichia coli 0157: H7 (ATCC #43888) and/or Listeria 
monocytogenes (ATCC #1911 1} when used with a ten-minute exposure in the 
presence of a 5% organic soil load at 20°C. (The report lists the strain of E coli 
tested as OH157. The correct strain for ATCC # 43888 is 0157:H7.) The 
product was effective against all tested strains of bacteria after a two-minute 
exposure. Although these studies were not conducted using the AOAC 
Germicidal Spray Products Test, they are acceptable because th is product is not 
an aerosol spray . 

2 MRID Number 457572-03: The submitted data support the use of Axen 30 as 
a disinfectant of hard, non-porous, inanimate surfaces that have been 
contaminated with Staphylococcus aureus (ATCC 6538), Pseudomonas 
aeruginosa (ATCC 15442) or Salmonella choleraesuis (ATCC 1 0708) when used 
with a ten-minute exposure in the presence of a 5% organic soil load at 20°C. 

3 MRID Number 457572-04: The submitted data support the use of Axen 30 as a 
fung icide on hard, non-porous, inanimate surfaces that have been contaminated 
with Trichophyton mentagrophytes (ATCC #9533), when the product is used with 
a 10-minute exposure at 20°C in the presence of a 5% organic soil load . Both 
lots of the test material were effective against Trichophyton mentagrophytes 
(ATCC #9533) after a 10-minute exposure. 

4 MRID Number 457572-05: This study is not acceptable. Bacteriostatic claims 
are permitted only against microorganisms identified as causing economic or 
aesthetic problems (e.g., odor-causing bacteria) in the presence of moisture, but 
not against microorganisms of public health concern. All data in support of 
residual self-sanitizing efficacy data should include a wear component 
commensurate with what is expected to be encountered during actual product 
use. 

5 MRID Number 457572-06: The submrtted efficacy data support the use of the 
product, Axen~. at a dilution of 30 ppm, as a virucide when tested against 
Influenza A virus, Hong Kong strain, (ATCC VR-544) on hard, non-porous, 
inanimate surfaces with a 1% soil load and a 1 0-minute exposure period at room 
temperature. 
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6 MRID Number 457572-07: The submitted efficacy data support the use of the 
product Axen*, at a dilution of 30 ppm, as a virucide when tested against Human 
Immunodeficiency Virus type 1, Strain HTL V-1118 , on hard, non-porous, inanimate 
surfaces with a 5% organic soil load and a 30-second exposure period at room 
temperature. 

7 MRID Number 457572-08: The submitted efficacy data support the use of the 
product, Axen*, at a dilution of 30 ppm, as a virucide when tested against Herpes 
simplex virus, type 1, (ATCC VR-733) on hard, non-porous, inanimate surfaces 
with a 1% organic soil load with one and ten minute exposures at room 
temperature. 

8 MRIO Number 457572-09: The submitted efficacy data support the use of the 
product, Axene, at a dilution of 30 ppm, as a virucide when tested against 
Poliovirus type 2, Strain Lansing (ATCC VR-1002) on hard , non-porous, 
inanimate surfaces with a 1% organic soil load with a ten minute exposure at 
room temperature. 

9 M Rl 0 Number 457572-10: The submitted efficacy data support the use of the 
product, Axen®, at a dilution of 30 ppm, as a virucide when tested against 
Rhinovirus type 37, strain 151-1, on hard, non-porous, inanimate surfaces with a 
1% organic soil load with a ten minute exposure at room temperature. 

Recommendations 

1 We ask that whenever the registrant submits data/studies/reports to PSB/AD for 
review, they properly identify the test material used. It is understood that 
registrants often have products tested before a final product name is decided on. 
However, it wastes much valuable time for reviewers to have to determine the 
proper test material identity when it is something that should be one of the most 
basic parts of a data submission. If the name of the test materia l used in the 
report is not exactly the same as the registration product, the registrant may 
state the relationship of the test material (the same product with a different 
name, a dilution of the test material, etc.) in a cover letter submitted with the test 
material. 

2 The request to add labeling claims of Axen 30 being an effective disinfectant of 
hard, non-porous, inanimate surfaces contaminated with Methicillin-Resistant 
Salmonella aureus {MRSA) (ATCC #700698), Vancomycin-Resistant 
Enterococcus faecium (VRE) (ATCC 700221), Escherichia coli 0157:H7 (ATCC 
#43888) and/or Listeria monocytogenes {ATCC #19111 ) is approved. The 
submitted label lists the strain of E. coli as being "OH157". The statement also 
abbreviates the nomenclature of the organism. This should be changed from "E. 
coli 0 H 15 7" to "Escherichia coli 0 15 7: H7". 
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3 The request to add label claims that Axen 30 is an effective disinfectant against 
Staphylococcus aureus (A TCC 6538), Pseudomonas aeruginosa (ATCC 15442) 
or Salmonella choleraesuis (ATCC 1 0708) is approved. Axen 30 is approved as 
a hospital disinfectant. 

4 The request to add labeling claims that Axen 30 is an effective fungicide on hard, 
non-porous, inanimate surfaces that have been contaminated with Trichophyton 
mentagrophytes (ATCC #9533) is approved. 

5 The request to add labeling claims that Axen 30 is a bacteriostatic agent, or, that 
it will inhibit, check, eliminate or otherwise stop the growth of bacteria that are 
introduced to a surface that has been pre-treated with Axen 30 is denied. 
Again, bacteriostatic claims are permitted only against microorganisms identified 
as causing economic or aesthetic problems (e.g., odor-causing bacteria) in the 
presence of moisture, but not against microorganisms of public health concern . 
No Ia bet claims stating that this product provides r~~idual activity a_gainst 
bacteria are allowed on th@J)~ No· labeling claims stating that this 
proouct continues to kill or eliminate bacteria after application are allowed on the 
product label. Please refer to Subdivision G, §91-2, (m). 

6 The request to add labeling claims that Axen 30 is an effective virucide against 
Influenza A virus, Hong Kong strain (ATCC VR-544), is approved. PSB/AD 
recognizes that the lab tested the product with a 1% soil load. Soil loads are 
typically included in antimicrobial efficacy studies to obtain the designation of 
being effective in the presence of organic soil. An antimicrobial agent identified 
as a "one-step" cleaner-disinfectant, cleaner-sanitizer, or one intended to be 
effective in the presence of organic soil must be tested for efficacy by the 
appropriate method(s) which have been modified to include a representative 
organic soil such as 5% blood serum. However, the registrant may retain the 
statement that this product was evaluated against Influenza A virus, Hong Kong 
strain (ATCC VR-544), in the presence of 1% organic soil. 

7 The request to add labeling claims of Axen 30 being an effective virucide against 
Human Immunodeficiency Virus type 1, Strain HTLV-1118. in the presence of an 
organic soil load with a 10-minute exposure is approved. 

8 The request to add labeling claims of Axen 30 being an effective virucide against 
Herpes simplex virus, type 1, ATCC Number VR-733, is approved. The 
registrant may retain the statement that this product was evaluated against 
Herpes simplex virus, type 1, ATCC Number VR-733, in the presence of 1% 
organic soil. 
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9 The request to add labeling cla ims of Axen 30 being an effective virucide against 
Poliovirus, type 2, ATCC VR-733, is approved. The registrant may retain the 
statement that this product was evaluated against Poliovirus, type 2, ATCC VR-
733, in the presence of 1% organic soil. 

10 The request to add labeling claims of Axen 30 being an effective virucide against 
Rhinovirus, type 37 (ATCC VR-1147, Strain 151-1), is approved. The registrant 
may retain the statement that this product was evaluated against Rhinovirus, 
type 37, ATCC VR-114 7, Strain 151-1, in the presence of 1% organic soil. 

11 Page 2 of the submitted label states that Axen 30 " ... is ideal for use on ... 
contamination." Such statements are considered to be superlatives and are not 
allowed on the labels of EPA registered pesticides. 

12 Page 2 of the submitted label states: "Proven to eliminate bacteria, fungus and 
viruses, ... contamination." This statement should refer to the table under 
General Information that lists the organisms that this product have been proven 
effective against. 

13 Page 3 of the submitted label states: "For general disinfection and elimination of 
bacteria such as Pseudomonas aeruginosa, Staphylococcus aureus, Salmonella 
choleraesuis and Listeria monocytogenes, the surface must be completely wet 
with Axen 30 Disinfectant, Fungicidal & Virucidal Spray for 30 seconds." The 
EPA does not allow claims of 30-second disinfections. The product label must 
state that' for disinfection, the treated surfaces must remain wet for two minutes. 

14 The submitted label describes Axen 30 as being disinfectant, fungicidal and 
virucidal. According to Subdivision H. § 101-3, g, the unqualified label claim 
"virucidal" is not generally acceptable. The claim "virucidal" must be qualified by 
designating each specific virus against which the product has been tested and 
shown to be effective . 

15 Statements claiming that this product kills or eliminates bacteria in 30-seconds 
are not allowed on the product label. This statement has not been proven for all 
species of bacteria that th is product has been tested against. 

16 The statement "disinfect with confidence" is not allowable. This could be taken 
to imply that one might not have confidence in other products. EPAIOPP/AD 
does not allow comparative labeling statements. 

17 The names of all bacterial species listed on product labels should be italicized . 

18 The statements uel iminates" or "kills 99 .99999% of bacteria in 30 seconds", and, 
"eliminates" or "kills 99.9999% of bacteria in seconds" are not allowable. These 
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statements must be removed from the product label. One reason for this is that 
Axen 30 was not always able to eliminate 99.9999% bacteria in 30 seconds. 

19 The label states: Eliminates bacteria, fungus and virus. This statement is not 
allowable. The statement may be used if it refers to the specific species/strains 
of bacteria, fungi and/or viruses that this product was shown to eliminate . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

OffiCE Of 
!>REVEt>i-!ON. PfSTICIOcS 
AND TOXIC SUBSTANCES 

December 31, 2002 

MEMORANDUM 

Subject : 

From : 

Through : 

Data Package D2.861 76 
Axen® 30, EPA File Symbol 72977-G 

Wallace Powell , Biologist ~'O.f£4 "' 
Product Science Branch '(fll 7'; --01- 0 r 

Antimicrobials Division (7510C) cl \]., .. ··f__~ · /C_) 
Karen P. Hicks, Team Leader v 

Chemistry/Toxicology Team 
Product Science Branch ,.,........'-' { "7 

I "' I ( :Lt. o " Antimicrobials Division (7510C) -J 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (75 1 OC) 

To: Adam Heyward, Product Manager, Team 34 
Drusilla Copeland, Team Reviewer, Team 34 
Regulatory Management Branch II 
Antimicrobials Division (7 51 OC) 

BACKGROUND 

The applicant, ETI H20, Inc. (as represented by an agent) , has submitted a package for 
reg istration of the subject product, Axen-8 30. The product is labeled as a hard surface 
disinfectant spray containing the active ingredients silver (as electrolytically generated 
ions, 0 .003 percent of the formulation by weight} and citric acid (4.84 percent by weight). 
The product is a pump spray (rather than an aerosol spray), as confirmed to Wallace 
Powell of Product Science Branch (PSB) in a 12/30/2002 telephone conversation with Olivia 
Laird of Laird's Regulatory Consultants, Inc., agent for the applicant; and as confirmed by 
the absence of any apparent propellant in the product statement of formula. For acute oral 
and acute dermal toxicity, skin irritation, and skin sensitization, the applicant is citing 
studies previously accepted for Axenohl~, EPA Registration No . 72977-1. For acute 
inhalation toxicity, the applicant is requesting a waiver based on a waiver justification that 
supported a previous waiver for Axen\)_(, EPA Reg. No. 72977-2. For eye irritation, the 
applicant is citing a study previously accepted for Axen®. As noted below, these acute 
inhalation toxicity and eye irritation data citations are amended ones, as the applicant's 
original citations for these two requirements appeared faulty and have since been amended 
in a 12/30/2002 letter. 
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DISCUSSION AND RECOMMENDATION 

Acute oral, acute dermal toxicity, skin irritation and sensitization 

The study citations for acute oral and acute dermal toxicity, skin irritation, and skin 
sensitization are acceptable. The study MRIDs are listed In the table below ("Acute toxicity 
regulatory status of Axen~ 30"). The studies were conducted on Axenohl~ (EPA Reg. No. 
72977-1), which has similar components but Is much more concentrated than Axen® 30 
and can be considered useful as a worst-case comparison substance. The studies were 
accepted by PSB (02/03/2001 review, Data Package D270802) in support of Tox category 
IV for these five acute effects. 

Eye Irritation and acute inhalation toxicity 

On 12/30/2002, Wallace Powell of PSB made a telephone call to Olivia laird, consultant for 
ETI H20, to let her know that the eye irritation and acute inhalation data citations in the 
applicant's 08/21/2002 Data Matrix were not applicable. (The MRID entries correspond to 
Product Chemistry data .) After the phone call, Ms. Laird submitted a 12/30/2002 letter by 
Fax to Indicate the intention to rely on the same eye irritation and acute inhalation data 
support that had previously been accepted for Axen~, EPA Reg . No. 72977-2. For eye 
irritation, that support was in the form of a submitted study, MRID 450165-01, conducted 
on Axen® and accepted by PSB on 05/08/2000 (Data Package 0263138) in support of Tax 
Category IV. For acute Inhalation toxicity, that support was in the form of a waiver request 
which was accepted by PSB on 06/21/2001 (Data Package 0274823) . The reasons for the 
acute inhalation waiver can essentially be restated as follows on behalf of Axen® 30 
because of its close similarity to Axen®; 

• Based on product formulation, the acute toxicity of Axen® 30 is expected to be 
similar to what the citric acid component would be, at its concentration of 4.8%. 
This Is far less than the concentration which the Citric Acid Reregistration Eligibility 
Document (RED) characterizes as mild with respect to systemic acute toxicity for 
any expected exposures from pesticide uses. (The Citric Acid RED cites no MRIDs In 
this regard, so data compensation is not applicable.} 

• Based on studies conducted on the applicant's:Axenohl® (EPA Reg. No. 72977-1, 
having similar components but much more concentrated than Axen® 30) - which 
were accepted by PSB in support of Tax Category IV for acute oral and acute dermal 
toxicity and skin irritation (02/03/2001 PSB review, Data Package 0270802) - the 
acute effects of Axen® 30 are generally expected to be quite mild. 

• Although there is some potential for inhalation exposure, it is not expected to be 
great: no aerosol application appears on the product label, and the product is not 
expected to be significantly volatile. Though this is not sufficient waiver justification 
in itself, it is somewhat meaningful in relation to the above comments. 

PSB considers Axen® (EPA Registration No. 72977-2) and Axen® 30 to be substantially 
similar to each other, such that acute toxicity and Irritation data accepted for the one 
product can be accepted for the other. Although the silver concentration in Axen® 30 is 
0.003 percent, versus the 0.0012 percent in Axen®, this would make little if any practical 
difference in acute toxicity or Irritation levels, because these minuscule silver 
concentrations are not of significant concern In regard to acute effects. 

Therefore, the eye irritation and acute inhalation data support proposed in Ms. Laird's 
12/30/2002 letter are acceptable. (If the Product Manager requires a resubmitted Data 
Matrix form with entries for eye Irritation MRID 450165-01 and acute inhalation Waiver 
Request, the revised form would not need PSB review.) 
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Summary 

The acute toxicity regulatory profile Is listed in the following table. 

Acute Oral Toxicity MRID 450169-01, Cited Acceptable, Tox Category IV 

Acute Dermal Tax. MRID 450169-04, Cited Acceptable, Tox Category IV 

Acute Inhalation Tox. Waiver request Waived, Tox Category rv 

Eye Irritation MRID 450165-01, Cited Acceptable, Tox Category IV 

Skin Irritation MRID 450169-02, Cited Acceptable, Tox Category IV 

Skin Sensitization MRID 450169-05, Cited Acceptable, Non-sensitizer 

Product Labeling 

No first aid statements are required in the proposed label draft label. (No identifier date 
was found, but the label appears to be part of the 10/03/2.002 submission package.) 

The proposed human-hazard precautionary labeling (limited to the child-hazard warning 
and the signal word CAUTION) are acceptable except that the following statements should 
be deleted: 

• Under the DIRECTIONS FOR USE heading, delete the statement, "AXEN® 30 
Disinfectant, Fungicidal & VIrucidal Spray demonstrated toxicity that placed it in 
Category IV, EPA's lowest toxicity category." This may be considered an Implied 
safety claim. (Also, strictly speaking, this product is not the one that 
"demonstrated" Category !V toxicity.) 

• Under the FAST, EASY, EFFECTIVE heading, delete the statement, "Toxicity Rating: 
AXEN~ 30 Disinfectant, Fungicidal & Virucidal Spray toxicity has been evaluated and 
placed in EPA Toxicity Category IV- EPA's lowest toxicity rating." This may be 
considered an implied Agency endorsement. 

• Under the heading "Additional language for front of label," delete the claims "No 
irritating fumes ... odors,'' "No irritating perfumes," and "Disinfects without irritating 
fumes ... odors." These may be considered implied safety claims. 

Although these opinions about an "implied Agency endorsement" and "implied safety 
claims" might be deemed beyond the scope of a PSB review, note that they are based on 
consultation with one of the Product Managers. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 2.0460 

June 21, 2001 

MEMORANDUM 

Subject: D274823 
AXEN, EPA File Symbol 72977-E 

From: Wallace Powell, Biologist ~.Q f4 
Product Science Branch ... 1.1( 0 

· Thru: 

To: 

Antimicrobials Division (7510C) Ob f. 

Karen P. Hicks, Team Leader 
Chemistry/Toxicology Team 
Product Science Branch 
Antimicrobials Division (7510C) 

Michele E. Wingfield, Chief 
Product Science Branch 
Antimicrobials Division (7510C) 

Marshall Swindell, Product Manager, Team 33 
,Martha Terry, Team Reviewer, Team 33 
Regulatory Management Branch I 
Antimicrobials Division (7510C) 

BACKGROUND 

OffiCE Of 
PREVEHTION, PI!SllCIOES 
ANO TOXIC SUBSTANCES 

The applicant, m H20, Inc. (as represented by an agent), has submitted a package 
for registration of the subject product, AXEN. The package includes requests for 
waiver of acute oral toxicity, acute dermal toxicity, acute inhalation toxicity, skin 
irritation, and skin sensitization data. The acute inhalation waiver requests is 
accompanied by a submitted rationale. The other four waiver requests are 
accompanied by citation of the agency's Citric Acid Reregistration Eligibility Decision 
(RED) document. For the eye irritation requirement, a study on AXEN (MRID 
450165-01) was previously accepted. 

AXEN is labeled as a hard surface disinfectant pump spray product containing the 
active ingredients silver (as ions, 0.0012% of the formulation by weight) and citric 
acid (4.84% of the formulation by weight). 
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RECOMMENDATION 

Eve irritation 

Eye irritation has been assigned to Category IV, based on MRID 450165-01 (refer 
to 05/08/00 Product Science Branch memorandum, Data Package 0263138). 

Acute oral and acute dermal toxicity, skin irritation 

The applicant has cited the Citric Acid RED to support these data requirements. 
Based on the product formulation, the acute toxicity and skin irritation of AXEN is 
expected to be similar to what the citric acid component would be, at Its 
concentration of 4.8%. This is far less than the concentration which the Citric Acid 
RED characterizes as mild with respect to systemic acute toxicity. Therefore, 
Product Science Branch (PSB) recommends Category IV for acute oral and acute 
dermal toxicity. 

The RED characterizes technical grade citric acid as a moderate skin irritant. 
However, because 4.8% is far less concentration than technical grade and because 
the submitted eye irritation study for AXEN indicates eye irritation Category IV, skin 
irritation Category IV is also expected. 

As further support for Category IV, note that in a 03/15/01 ?gency letter, the 
applicant's other product Axehnol (EPA File Symbol 72977-R) was assigned Toxicity 
Category IV for acute oral and acute dermal toxicity and for skin irritation, based on 
submitted studies (refer to 02/03/01 PSB memorandum, Data Package D270802). 
AXEN has similar components but is far less concentrated than AxehnoL 

Skin sensitization 

PSB recommends classification of AXEN as Non-sensitizer. The applicant has cited 
the Citric Acid RED document, which of course indicates no concern regarding skin 
sensitization for that chemical. The small set of additional chemicals in AXEN are 
not expected to add significant skin sensitization potential at the concentrations 
present. 

Acute inhalation toxicity 

The request for waiver of acute inhalation toxicity data is acceptable, for the 
fo llowing reasons. 

• Based on the product formulation, the acute toxicity of AXEN is expected to be 
similar to what the citric acid component would be, at its concentration of 
4.8%. This is far less than the concentration which the Citric Acid RED 
characterizes as mild with respect to systemic acute toxicity. 

• Based on the Category IV data mentioned above for Axehnol (EPA File Symbol 
72977-R), which is more concentrated than AXEN, the acute toxicity of AXEN 
is expected to be quite mild. 
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• Although some Inhalation exposure is expected, It is not expected to be 
particularly great, as the applicant points out. (No aerosol application appears 
on the label, and the product is not expected to be highly volatile.) This of 
course is not sufficient waiver justification in itself, but it is somewhat 
meaningful in association with the above comments. 

Summary 

An acute toxicity regulatory status for the subject product is summarized in the 
following table. 

Acute Oral Toxicity Waiver request and RED citation Waived/ IV 

Acute Dermal Toxicity Waiver request and RED citation Waived/ IV 

Acute Inhalation Tox. Waiver request and RED citation Waived/ IV 

Eye Irritation Previously submitted study, Accepta bte/ IV 
MRlD 450165-01 

Skin Irritation Waiver request and RED citation Waived/ IV 

Skin Sensitization Waiver request and RED citation Waived/ Non-sensitizer 

Product Labeling 

The human-hazard precautionary statements on the proposed product label 
identified as "revision May 2, 2001," are acceptable. (They are "KEEP OUT OF 
REACH OF CHILDREN" and "CAUTION".) No flrst aid statements are required. 
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FROM: 

THRU: 

THRU: 

• 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

OFFICE OF 
AAEVENTION. PESTIClOES 
AND "tOXIC SUBSTANCES 
Antimicrobials Olvialon 

October 30, 2002 

SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Axen 30 

DP Barcode: D286173 
Manufacturiog-use [ ] OR 

Reg. No. Or File Symbol: 72977-G 
Eod-use Product [X] 

Adam Heyward PM 34/ Drusilla Copeland, Team Reviewer 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 

Robert A. Turpin, Chemist~(. 
Product Science Branch, CT Team ~ j 
Antim'icrobials Division (751 OC) 9: .vL6 
Karen P. Hicks, CT Team Leader c¥ t 
P.roduct Science Branch . l ~ l 0 1' 
Antimicrobials Division (751 OC) ( 0 ~ 

Michele E. Wingfield, Chief 
Product Scienye Branch 
Antimicrobials Division (751 OC) 

Product Formulation 
.Active lngredient(s) % by wt. 
Citric acid............................................ ................ 4.840 
Silver .................... ................... ...... ................ ...... 0.003 

BACKGROUND: The applicant has submitted a "Me-Too" application for its product, Ax.en 30. The 
product is similar to EPA Reg. Nos. 72977-1 and 72977-2. In support of the application is submitted a 
Confidential Statement of Formula, a draft label, a data matrix, and studies MRID #457572-01 and 
MRID #457715-01 . The Product Science Branch has performed the primary rev\ew. 
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*Manufacturing process information may be entitled to confidential treatment*

*Inert ingredient information may be entitled to confidential treatment*



PRODUCT CHEMISTRY REVIEW 
4. CONFIDENTIAL STATEMENT OF FOR.!\IfULA 

• 

• 

4a. Type of formuJation and source registration 

• Non-integrated formulation system [X) 
• Are all TGAJs used registered? Yes [X] No [ ] 

• Integrated formulation system [ ) 

• if "ME-TO 0", specify EPA Reg. # of existing product: 

4b. Clearance of inerts for non~ food or food use: 
Cleared for food use under 40 CFR § 180.100 l: Yes [ ] No [X] NA[ ] 

4c. Physical state of product: Liquid 

4d. The chemical IDs and analytical information (including that for the TGAis), 
density, pH, and flammability are consistent with that given in 830, Part B 

Yes[X) No[) 

4h. NCs and CLs are acceptable: Yes [X] No [ ) Not acceptable [ J 

4i. Active ingredient (s) NC LCL 

A. Silver 
B. Citric acid 

0.003% 0.0027% 
4.840% 4.599% 

4j. For products produced by an integrated formulation system: 
• All impurities of toxicological significance have a UCL? 

Yes [ ] No [ ] Not applicable [X] 

• All impurities of ~ 0.1% in the product have been identified? 
Yes ( ] No [ ) Not applicable [X] 

Page 3 of 6 

UCL 

0.0033% 
5.093% 
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5. PRODUCT LABEL 

• 

• 

Sa. The active ingredients statement (chemical IDs and NC) is consistent 
with the CONFIDENTIAL STATEMENT OF FORMULA? Yes [X] No [ J 

5b. The fonnulation contains one of the following: 

• I 0% or more of a petroleum distillate: Yes [ ] No [X) 
• 1.0% or more of methyl alcohol: Yes ( ] No [X] 
• Sodiwn nitrite at any level: Yes ( ] No (X] 
• a toxic List I inert at any level: Yes [ ] No [X] 
• arsenic in any form: Yes [ ] No [X] 

Sc. If Yes to any of the above, does the inert ingredients statement contain a 
footnote indicating this? Yes [ J No ( ] Not applicable [X) 

Sd. The appropriate warning statement regarding flarrunability or explosive 
characteristics of the product are listed on the label? 

Yes ( ] No [ ] Not applicable (X] 

5e. The storage and disposal instructions for the pesticide and container are 
in compliance with PR Notice 84-1 for household use products or PR Notice 
83-3 for all other uses? Yes (X] No ( ) Not on label 

Sf. Does the product require an expiration date at which time the NC falls 
below the LCL (based on the one year storage stability data or other information)? 

Yes [] No [X] 

Page 4 of 6 
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2. PRODUCT CHElV liSTRY f830 Series Part B) 

Guideline Acceptance of MRIDNo. 
Infonnation 

830.15 501 Product Identity A 457715-01 

830.1600 Description ofMaterials A 457715-01 

830.1620 Production Method2 NA 

830.1650 Formulation process3 A 457572-01 

830.1670 Fonnation of impurities4 A 457572-01 

830. J 700 Preliminary Analysis5 NA 

t0.1750 Certified Limits' A 457715-01 

0.1800 Analytical Method' A 451610-0 l 

Explanation: A=acceptable; N=not acceptable; NA=technically not applicable; G=data gap; 
U=requires upgrading; W::::waived; E=EPA estimate. 

'See Confidential Appendix A for additional infonnation 

2For MP/EP products produced by an integrated formulation system. 

3For products from a TGAI or MP. 

4May be waived unless actual/possible impurities are of toxicological concem. 

• 
5Five batch analysis required for products produced by an integrated formulation system. 

6If different from standard Cis recommended in 40 CFR 158.175, this should be 
discussed in Confidential Appendix A. 

7 Abbreviate method used as follows: gas chromatography (GC), infrared (IR), 
ultraviolet absorption (lTV), nuclear magnetic resonance (NMR), etc. 
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6b. Ph~sical/Chemical Acceptance Value or qualitative MRIDNo. 
"' vv .... ies* of data de:scription 

830.6302 Color A Colorless 457715-01 

830.6303 Physical state A Liquid 457715-01 

830.6303 Odor A Odorless 457715-01 

830.7200 Melting point NA 

830.7220 Density/Relative A 1.018 457715-01 
density/bulk density 

830.7000 pW A 1.79 457715-01 

.6314 Oxidation/Reduction A Can be reduced 457715-01 
electronically and has . some weak oxidizing 
potential of no practical 
significance 

830.6315 Flammability A Not flarrunable 457715-01 

830.6317 Storage stability A Stable 456232~01 

830.7100 Viscosity NA 

830.6319 Miscibility2 NA 

830.6320 Corrosion Character. A Non-corrosive in plastic 456232-01 

.6321 Dielectric breakdown NA 

Explanation: A;;:acceptable; N=not acceptable; NA=technically not applicable; G=data gap; 
U=requires upgrading; W=waived; E=EPA estimate. 

• Provide brief description, e.g., color--yellow or property value, e.g., density 1.25 glee; 
Unless otherwise indicated, the property should be at 25 °C. 

1 If product is dispersible with water 

2 If product is an emulsifiable liquid 
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Laird's · egulatory Cons ltants, Inc 
Over ~f.> years t:xpcrTcnce and --:xpertl'>e 111 I he Keg:uhti0n nf Pesticide Products 

December 5, 2002 

Mr. Adam Hayward PM 34 
Environmental Protection Agency 
Regulatory Management ll 
Antimicrobial Division (7510C) 
Ariel Rios Building 
1200 Pennsylvania Ave., NW 
Washington, D.C. 20460 

Subject: AXEN 30 
EPA FaE SYMBOL 72977-G 
Replacement labels 

Dear Mr. Hayward: 

Per the attached letter from my client, I have enclosed five (5) copies of their 
desired labels for the product referenced above. 

Please replace tbe labels which were r.:~~7nitted 'With the ioinal application 
with the attached labels . 

Thank you for your assistance in this matter. 

Sincerely, 
:> • .. ' .. / . / 
:t1 •.. -· ... ,t- . '• ~ / ;(... ;..-._/..<. (. /.')' 

Ofivia D. Laird 
President/Agent 

• • •••••• • 
•• • • • • • •• 

•• • • •• 0 

• • • • • •••• • • •••••• • •• • • • •• • •• • • • • •• •• • • • • • • • •••• • 
••• • • • •• •• 

•• • . . . 
• •• 

149 



i . 

- - -------- - - --.,.-------.:>. e:: 

• 

• 

•, 

·· .M · t ·o l ::c ·· A { ·:: 
.S. :E·. R VIC e·s 

· II NA50AQ ~p~n·)' 

D~ccmber· 5·,· 2001 

·O)l'(ia·Lairu .. 
. laird: Regulatory Consulta~ 

· · . 501 Soutti··uncohi Ave. 
· :sterling,· v A 2oa 64.,2024 : : . 

··. Dear· Ol ivia: . : 
{' I 

I have atta.ched an upd~te~ labe·f for our Axen 30 product currently under .'revi,~w · 
with the EPA.· After' doing som~ ~~earch1 w~ have added two graphiCs to tl'i~ lapel.· 
tC?, better commi.mkate th~ u5e ln~tructions to our custor:ngrs. · · 

If .you have no cha~ges up~n review of this label~ kindly sub,.;·it it to th.e E'PA for our 
~Ur'ret,t review.- · . 

··: . . 

Shou·ld you ha~e ·any questi'o.~s, pleased~ not hesitate to cont~~t ~e d.ire~tly. 
' ' . 

' !· ·· 

B~t Regards; · . . .; 
t~NOVATIVE MED1~Al SERVICES 

.. 

·, 

' . ·• ...... . . . . 
: ·• •: 

•••••• ' . . . . .. 
••••• . . .. 
••••• 

1725 C!llesple \·Vav •· El Cajoh:. CA 920lo.•· vOice (6t9r 59'6-8600 • FacsimlfQ (61_91 59~870Q ·. · 
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. LtaifiJ;~ 
Over 28 years Experience and Expertise in The Regulation of Pesticide Products 

October 3, 2002 

Mr. Adam Hayward PM 34 
Environmental Protection Agency 
Regulatory Management ll 
Antimicrobial Division (7S10C) 
Ariel Rios Building 
1200 Pennsylvania Ave., NW 
Washington, D.C. 20460 

Subject: AXEN 30 
EPA FILE SYMBOL 72977-G 
Data Referenced in Matrix 

Dear Mr. Hayward: 

457715-00 

Per our telephone conversation, This letter is to inform you and your team 
that the data, Toxicity, chemistry and basic efficacy data which are referenced 
in the Data Matrices in the initial application submission will support this 
application. This is just a lower c01ncentration, ingredient statement, Silver 
than each of the substantially similar products, EPA REG. Nos 72977-1 and 
72977·2. Please note, I have included Volumes 1 Administrative Materials, 
and 2 product specific chemistry data, with this submission to support this 
particular formulation. 

Please replace the labels which were submitted with the initial application 
with the attached labels. 

Thank you for your assistance with this application. 

Sincerely, 

VJa D. Laird 
President/ Agent 

OOvb D. L: i MII"'Todcft.ntiOwner • !lOt South Uncoln Avenue. Ste"ll\2, VA Z01 ~20'24• P!lone 70J/471~!19Q • F:a 703147l~U9 
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• i{ft..NSMITT AL DOCUMENT 

1. NAME AND ADDRESS OF SUBMITtER + SPONSOR 

SUBMITfER 
LAIRD'S REGULATORY CONSULTANTS, INC. 
SOl SOUI'B LINCOLN A VENlJE 
STERLING, VIRGINIA 20164-2024 

SPONSOR 
INNOVATIVE MEDICAL SERVICES 
D/B/A ETI B:zO 
1725 Gll..LESPIE WAY 
EL CAJON, CA 92020 

~ 2. REGULATORYACPONTOBET~ 
Submission of Additional Product Specific Chemistry Data 

EPA FILE SYMBOL/REG. NO.: 72977-G 

PRODUCT NAME: AXEN 30 

TRANSMITrAL DATE 

October J, 2002 

• 3. LIST OF SUMITI'ED STUDIES 

Volume 1: Administrative Materials 
45771501 Volume 2: Chemistry Data 

COMPANY OFFICIAL: rar ]Dolana Blount 

CO:MPANY CONTACf: OLMA D. LAIRD 

Phone: (703) 471--6590 
FAX: (703) 471-6269 

.. ' ' . . 
' ~ .. 

' . ' ' .. : 
. 

); .. ... 
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• • > 

152 



• 

• 

A . EX 30 

Mrs OJo,.,. '-"II.S 
.._....::__, 501 S I m<."oln ''"~ 

Stethns. VA 201M.202·1 

EPA FILE SYM.BOL - ·72977-G 

ADMINISTRATIVE MATERIALS 

VOLUME I 

• • •••••• • 
•••• • • •••• 

•••• •• • • • • • • •••• • • •••••• • ••• • • o• •• • • • ••••• • ••• • • ••••• • 
•••• • • •••• 

•• • • • • • •• 
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Over 28 years Experience and Expertise in The Regulation of Pesticide Products 

September 10, 2001 

Mr. Manhall Swindell, PM 33 
EnviroiiDlental Protection Agency 
Regulatory Management 
Antimicrobial Division (7510C) 
Ariel Rios Building 
1100 Pennsylvania Ave., NW 
Washington, D.C. 20460 

Subject AXEN 30 
EPA CO. NUMBER 72977-

'· I 
j 

'1191 '7 -cr 

Application for registration of a Me-too product 

Dear Mr. Swindell: 

457sn ... oo 

Attached hereto please find an application for registration of a Me-too 
product which includes a total of 11 volumes with ·the· Administrative volume. 
The supportive information is included on the··matric:es· as waJ as MRID 
Numbers which are listed on ~e attached matrices. 

Should you have questio~concerns please ·don'·t hesitate to contact me. 

President/Agent . . ' 
• • 1 ' • I f ( J ' 
• ~ < . . . 
• • . . . . .. . . .. . . , ... . . . . . 

• I I • I 

• • r . . . . . . .. . ' . ' .... ~ 
• •' I ; . . ' • • • 

011'1'1• D. Lmrd Pr.l.,._tiOwn., • 501 SoadllJnc:ab!. Awnv., St.rana. VA 20tH-.2CU• ~ '7031471~ • Fu '7031 .. 71-45Ui9 ' ' 
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TRANSMfrfAL DOCUMENT 

1. NAME AND ADDRESS OF SUBMII'rER & SPONSOR 

SUBIW.TrER 
LAJRD'S REGULATORY CONSULTANTS, INC. 
501 SOUTH LINCOLN A VENUE 
STERLING. VIRGINIA .2.0164.1024 

SPON~R 
INNOVATIVE MEDICAL SERVICES 
17%5 GILLESPIE WAY 
EL CAJON, CA 92010 

•1 
'( 

2.. REGULA TORY ACfiON TO BETAKEN 

• Submission of AOAC Use Dilution and Efficacy Data 

3. TRANSMriTAL DATE 
September 4, 2002 

', 

4. U~T OF SUMI'I'I'ED STIJDIES 

Volumel. ~· 
4 57 5 720 1 Volume 2. C~~erD~stey 
45 757202 Volume 3. AOACU.DII1dloo-e.mn-Coalroaadea C ltxb 5C\"" pi~ .lb - \9l l 55) 
45757203Volume 4.AOAC UteDOilti...CanterCoaftnudoa (ft.tb 'Sample ID- 1'\Y q-71-} 
45 757204Volume-5. ~ Adhttyot ADiutacDDt 

~ 75 7205Volnme 6. Eftludoaof .um for1l.atdaa1 Adhtty 

• 75 7206 Volume 7. \ltnnf.W Eftlcae' Uta Dlslaf+c aaatfar Use nlbaatume-E~ Sarf'ace ·Vlras: 
IldiiWIIII • -.mu 

45757207 Volume& \llnrddli-:IJBaqele-~r.rUsea~tlllulmace!:~:,"arfamsVinD: 
Jllflueaza • 'Vinal ·VIrus HDDI8D IDulumodeftcHacy Vlnu Type 1 

45 75 7208 Volume- 9-. Vlrnctdal EmcacyohDIIbd'actaatfbrUseOD Inaa:dmalle ~ .swt.ces Vlras: 
Rapes dmpla '¥1n11,.,a 1 

45757209 Volume 10.. Vlraddal'lftlcaqoi•Dls~DfKmatfer lJseo&hnlllaata~SvfacesVIrm: 
PollcMra.s ""' 2 

45 75 721 0 V olu:me 11. ~adcbd EtDarcTot .. Dbtu&daid for UR ·ou·hmdmaee :Eavirvamfttlll SUrfaces Vlras: --37 tk~ // 
COMPANY Ori:J:CIAL:. for Dolana Blount ~ .· L- s-t tfl 

COMPANY CONTACT:: OLIVIA D. LAIRD 
· Phone: (703) 471-6590 
FAX: (703) 471-6269 

t •• • 

' 
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. 1 . . 
... . 

• 

• 

JAN 14 '03 11=04AM INOVIATED MED SVCS 

Januar'( 14, 2003 

VIA FACSIMilE 
"(!03) 308-6467 

P . 2 

i·NNO\iATJVE 

. . 
M f D i ( t\ . L 
S E R V . I C . E. · 5. . 

I an· SlackWell . 
Efficacy. Evaluation Team 
Product Science Branch. 
Aot~icro~lal Divrsian C!.51 oq 
us.:~PA · 

· Sub~ct: ~en .30 Effica~· sW..dles. 
EPA FlLE SYMBOL 72977-C 

·Dear Mr. Blackwell 
~,. . . . ~ 

. Thank you for your. timff this· aftem~on . This letter confirms that the be!o.W refeteneed . 
sti.ldles were all testing efficacy of a 30ppm form'ulatlon of our disinfectant prodi.lc;t; which 
i.s the eq ~lv~le.nt of Axen 30. . · . · · . . 

Stucib -Title . . . .Mft'ID 
4S:7.57202 
457S720J 
4~_757204 
45757205· 
45.757206 . 

AOt'C l:Js~ Drlution Carrier Confirmation (lab ·Sa~ple 10# 19715.5)· 
AOAC Use Dllution Carrier Confirmation .(lab Sample I Of. 1949'72) 
F.ungicidal Activity of :a. Disinfectant 

45757~08 

45'757209·. 

457572to 

Evaluation of Axen for Residual Activity· 
Vir~ddal E-fficacy of a Di;infectant for Use on lna·nimate 
En"iron~en~I·Surf~ces- Virus:lnffuenza A virus · · 
Virucid-al Efficacy .of a Disinfectant for Use on Inanimate . . 

· Envlronmeilta.I·Surfaces - Virus:Human lmmunocl.efidenc:y Virus 
Type 1 .. · 

· Virucidal Efficacy of a Disinfectant for tJse ·on tnan~mate 
Environme11ial Surfaces - Vlrus:Herpes SimpJel' Virus ty_pe. 1 
VIrucidal Efficacy of a Disinfectant for Vse Oh Inanimate 

: ·Ej:'J'I1i ronmental Surfaces- Poliovirus t.ype 2 
Virucidal Efficacy of a Disinfuctant.for Use.ol'\ ll)animall! 
EnYironm~n~al Surfaces- Vltus:Rhinovirus type 37 . 

Pl~ase do not hesit~te to contact me should you need addition~! information. 

~SERVICES 

ins C illt:\ pi :! \1\/nv • F. I CJjou,· C&ll(m~ti u 92020 • vnir:~ {(, 1 !J) S%-!!9:X• " l,;c-..u:ifc· U>l ~~ !.i~f!-0700 
· · '. · · · . www .. imspurH.cnm · · • 
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\ JAN 14 '03 11 =04R1 INOVIATED I"ED SVCS 

) 

~ · 
\ . . . 

• 

••• 

. FAX COVER· 

. : 

TO: · · ·lan Black.well 

US EPA· ' 

.f~: 7.03-308-6467 

fltO~: .· Ool~na alount . 
IN~O\'~:tJV~ MEDICAL SERVICES 
PH9NE: · (61 9) 596-8600 Ext. lOS 
FAX: {6.1 9} 596-8700 

.· 

· ·· As .requ.ested· 

·~l~- -~·· : · · ·. . . . . . : . ~ 

. . . . . . . . 

.. :. 

P.1 . 

I:NNOVATI\/E ·. · 
. 

. 

. ~ 

. . 
·OA.TE: 01/14/03 . 

·' 

Pase , at ·_;2=---

1 7.25 Gilfespi~ Way · Ei Cajon, CA. 92020_ · voice (619) 596-8600 · Ill( '(619). 596-'8700 · 
158 
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COVER PAGE 

Stabilized Ionic Silver 
AXEN30 

Disinfectant, Fungicide & Virucide 

EPA COMPANY NUMBER 72977-

ADMINISTRATIVE MATERIALS 

VOLUME I 

•••••• .. . . : . : 
••••• • • • • • •• 

••• o• • • 
• 0 ••••• 

• •• • • • .. ... 
• 

• • :····· 
•• • • • • • •• 

• 
o ••• 

• • •••• •• .159 
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August 16, 2002 

Office of Pesticide Programs 
U.S. Environmental Protection Agency 
401 M Street, S.W. 
Washington, DC 20460 

To Whom It May Concern: 

INNOVATIVE 

\ANI. 
MEDICAL 
SERVICES 

• NII50IIQ......., 

APPOINTMENT OF AUTHORIZED CONSULTANT REPRESENTATIVE 

Innovative Medical Services hereby appoints Dr. Jeny Mool'l! and Olivia Laird, 
Regulatory Consultants, to serve as Consultant Representatives of ETIH20, a 
division of Innovative Medical Services and to ad on Its behalf with regard to all 
regulatory matters of Axen (72977·2) before the Office of Pesticide Programs of the 
U.S. Environmental Protection Agency. 

Dolana Blount 
Assistant to the President/CEO 

•••••• • • • • • • • • 
•••••• • • • • •• 
••••• • • • • 

172 S Gillespie Way • El Cajon, CA 92020 • telephone (6 t 9) 596.8600 • facs.lmile (6 T 9)~8700 
www.imsptr,..com 

• •• • • • • ••• 
• . . 

• ••••• • 
•• • • • • • •• 

• 
•••• • • •••• 

•• • • • • • •• 
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&EPA 

1. Companylf'to<luct Number 

United S~&~ 

Environmentat Protection Agency 
Washington. OC 20460 

7"2'J77-{;; 
2. EPA PtO!Not Menegot 

-f4a-r--&h-a-l-l--5-':1 i 11d E 'i"l 

~6 ,..,02 ") L - ij j 

a. PropOGOCS Quttlfication 

LRJ Non& 0 R~Citsd 

S. Neme and Addrooa of Applicant (Include ZIP Cod~} 
Innovat ive Medica l Servi ces 
172 5 Gillespie Way 

6. Expecffted Review. In acccrdence with FIFRA Section 3(cl(3) 
{b)(i), my prodiJCt Is similar or idemlcalln composition and labeling 
to: 

t:l C.:l j un , Calito rnic. 92020 EPA Reg. No. _______________ _ 

D Ch9Cir if t:hls is f1 nGW 8ddr9$$ Product Name 

J
mendment- Explein below. 

&ovbmission In reopor>9~ to A~Jencv lenor dat&d ------­

Notifictnlon - Explain bslow. 

D 
I~ 
[] 

Explanation: Uee llddltional pege(c) If neoesoery. (for aeatlon I and Section II.) 

Final prin1ed lab&!• In '09Pofl11~ to 
AgellCly letter dated 
•Me Too· Appl«:etion. 

Other • ExpiQin tletow. 

Voe 

No 

Water Soluble Paclt.toing 

V&o 

2. Type of Container 

~~c 
No 

If •vee· No. per 
Unit Packeging wgt. con1sine1 

4. Sile!BI Reteil Contlllner 

No. per 
container 

On~ 

Gle~ 
Peper 
Other !Specify) ______ _ 

of Net Contontll lnfonnailo11 

0 Conto!ner On ume:Hn.g eoo~nying produot 

it oms 

Title 

Oliv ia D. Lai rd 

Certification 

Consultant/Agent 

thi& IJPplication.J 

T elophone No. Clncludo Are& Code) 

(703) 471 -6590 

I eertlfy that th& stalem9nts I have m~e on this foi'TT'I and all anochmorots th8reto 81~ we, eceureto end comf8111t • 
I ecknowledge that eny kn1)wingty falH or mloleading ~tafamort1 mey bo puniohable by fine or imprisonment oz : 

8 . Oeto Apptioetion 
R~~6• 

··~~ (Si""mped) 
botto under applicable h,w. 

4 . Typed NIII'M fr lJOlana lHoun t 

'E9A Fonn 857().1 fR.v. 8-94) Provi0118 ere obsolete. 

3 . Titlti 

Sen ior MicroBiologist 

5 . Oot11 

Septe~ber 11, 2002 

• • :····· 
•• • • • • • • • 

• 



PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS 

PAPERWORK RED.UCTION ACT NOTICE: Public reporting burden for thil collection of informatior'l i1l ectimeted to avere~Je 0 .85 hour per 
re&panse, including time for rt~lliewing inswct>a~rching alC.isting datAl sources, gathering end meinUining the deta ·needed, and completing and 
revie,..ing·the collection of information. Send ·co~ryte rega~ding the burden estimate or eny other .,pect of thia collection o! intom'Nition, including 
•uggettions for reducing thie burden, to Chlef, lnformttl011 Polley Branoh, (21 38), U.S. Environmental Protection Agency, 401 M Street, SW; 
WathingtOI\, DC 20460. 

INSTRUCTIONS; This t~rm is to be ueed for ell applications for new registration, end uae rereglstretlon, amendment, resubmi1sion, to eppli~tion. ' 
fOf notifications, firnal printed labeli ng. reregistration, etc. In ordet to prooeu en application for a new re!Jietretion aubmitted on thle form. the 
follo,.,;ng n'\fteriel .muet .ccompany the epplioetion; 

1. Ceni~on witt. R .. pect to Citation of Oete (EPA" Form 8570.29). (lf I"IOt exempted by 40 CFR 152.81 (b) (411; 
2. cOnfidentlel Satament ol Formula (EPA Form 8571).4); 
3 . Formulator'• Exempti!Hl Stetement (EPA Form 8570..27); 
4 . Five ooplee of draft labeling; 
5. 'Thfee oopl• of any ~ IUbmitted; 
6. Authorization letcer wtMre ~plioable; 
7. Matricae wl"tere applicable. 

$ubmlsalon of labeling· l.Abelill1l ahould fin1t be aubmitted in the form of draft labele wrth ~~ application• for new ragiatratlon. Such. draft labele mey be 
in the fotm of tYPed label text on 8.5 x 1 1 inch paper tor nibmieeion or a mooltup of the proposed label, If prepared for mockup, it should be 
constructed In a way as to fttcilitete storage in en 8.5 x 1 1 lnc:l"l file. Mockup label• slgnific~y •maller than 8,5 x 11 ii1CM8 eho\.ild be mounted on 8.5 

x 11 inch peper for aubmi.-ion. c 
Subm'-ion· Df Date· Data eubmitt11d in support of thia application must be aubmltted in accordance with PR Notice 86-5. 

SPECIFIC INSTRUCTfONS: Please rud the instruct>ons listed balow before completing this application. Firat determine the type of regiatr , 
action, lirted in Block A, for wNc:h you are sullmining this application. For applications submitted in conntcti!Hl with New Reg\atratlon ~tetione, Section. 
I, Ill, and IV mutt be completitd by the applicant. For applications •ubmitted in connection "with ·amended reregistration ~tetione, reaubml .. ions, 
notifications, reregiatretiona, etc., Sections I, II, end IV must ba complated by the applicient. 
Block A · Check the appropriate action for which you ere aubmltting thia form. 

SECTION I · Thie aeation must be completed, ee appWcabl1, for all registration acti~. 

1. Company.,.roduct Number • lnsett your Compaoy Numb~tr, if one hu been es•igned by EPA. Thi• number may hsvo boen ae.ed to you " a 
basio regiatr•nt. e distributor, or q an ettablishmal'lt •. If your product Ia regietored, insert the Product Numbor. 

2... EPA.Procluct MeM;.r • If known, fiU in the llOm4l and PM number of the EPA Product Manager. 
3. Propond Cl•alfic:atlon • Specify the proposed classification of this product. 
4. Product Nama· fnter the complete product neme of thi1 ~flioide a It wiii iiC)pear on the Iebei, The name muet be apecific to thie product only, 

Duplication of nemea itt not permitted ~ong_producta of. the 15ame c<?mpanv. Do not incluc;le any brand name or company line duignation.-. 
5. N•me and Addt.ea af ~Dcant • Tt-.e l\8mll of the firm or pareon end eddren ehown In your appr10ation ie the person or firm to whom the 

rtoittration will ba ieaued. If you are aoting in behalf of another party, you must e~.~bmit authorization from that party to .ct for them in r•gl•tretion 
rnettera. An applicant not ~Qiding in tho United States muet have an authorized ag1nt r .. lding in tha United Stet" to act for them In all 
raglatretion matters, The name ai1CI complete mailing eddrH8 of tuctlan agent must accompany this applioalion. c 

6. Expedlteel Relllew - FIFRA section 3 to} 3 IBI provilles for a~Cpedited review of applh:atlont for registration, .or amendment~ to existing ra~Jiatra 
that are eimiler ot identical to otl'ier peeticide product. that ate currently regi1tared with the EPA. In order for your application to be eligitHe f 
e~ted revi4w, you murt provide us with the EPA Registration Number end product n.me of the product you believo Ia aimilar to or ldenti . 
your product. Tt.. product muat be limiler or identic:elln both formulation and labeled Ulltil . . 

SECTION U • Thie eeo'lion mu8t be o~lated for ell app(icatione aubmitted to amend the rogietratlon only of a currently regiatered product 
(Amendment), for a ruubrnlasion In rltllponsa to an Agency letter, for notifications to the Agency, for the •ubmisaion of final printed labeling, for 
rer~istretion end for any other aotlon that ptrtclil\fl·to e speClifio EPA-registered produot. Ttlis eeotion la !!21 12 g_ uaed for a new applfcetlon for 
registration. 

1. Subj.ct of aubmlulon • Check the applicable block and prollida the Ag~mcy latcer date if appropri•"· Provide e brief axplenetion of t:M purpoaa(s) 
for the submission, .uch as "the addition of a site, pest or crop (specify)": "emend the Confidential Statement of Formula by ... • ; "reregistration 
eubmiaaion•; •g-ral label revision of ul8 diractioT\8." Attach a separate page if additional ~pace ie neaded. 

SECTION lll (Packaging md Container Information) · 'Thia Section murt be oomplated for all 4rJ>plioetione submitt&d in connection with new 
reQilrtration or IIPC)l leable emendment.. 
1. TY1>f of Padteglng • Ch&Ott the appropriate bloek if yO\Ir product will be pecka;.d in the indicated peckaging typea. 

ln<ticate the eiza of the individual packlltS and· number par retail container. 
2. Type of ReteD Container - Indicate type of container in which prodoct will be meliletad. 
3. LCM~Atlon uJ"'-1 ~t8ftt8., -.W~a the location of the net c:ont•nta information for vour product. 
4, Sllefsl Df RtAI~ainelt' -~e&;ty the net contents of all retail container• for your product. 
S. Location of U.. PINctlaN - lndi~ate the location of the use directions tor your product. 
6 . Manner It! whidlllbal ill aN!Uif fo product ··Indicated tha method product label is ettached to retail container . ..... ~ . . 

• • • 
SECT! ON IV !Con~t Point{"rhi'.Saction mutt be eo.mpletad for all epplicetion• for Registration actions, i.e. , new produote regietretion, 

~ . . .. 
r..ubmlnlon, FQOttoo~ rera~tr~on, ate. · . 

1-5. Self .. ~anet~'l'· 
6. EPA Uae OJIV. • • 

•••• ... 
• • • •• • 

••••• 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwol11 Reduction Act Notice: The public reporting burden for this collection of infomlatioo is estimated to average 1.25 hours per response for registration 
and 0.25 hours per response for reregistration and special review adMties, including time for reading the Instructions and completing the necessary fonns. Send 
ciJrmlents regaroing burden estimate or any other aspect of this collection of Information, induOing sugge&tions for redudng the burden to: o~. OPPE 
Information Management Dillision (2137), U.S. Environmental Protection Jiqency, 401 M Street, S.W., Washington, DC 20480. 
Oo not send the completed form to this address. 

Certlflcatron with Respect to Citation of Data 

~UcanrsiRegistrant's Name, AddreSS. and Telephone Number EPA RegistraHoo NumberiFite Symbol 
72977- ~ ETI H20, 1725 Gil , El CA 92020 

AdNe IO!ndlenl(s) a~or reoresenta!M! test compound(s) 
Silver and Citric Acid september 10, 2002 

General Use Pattem(s) (list aU those daimed for this product using 40 CFR Part 1 58) Product Neme 

D 

If your product Is a 100% ll)padeagirg of another pUrchased EPA-registsred product labeled for an the same I.ISeS on your label, you do not need to 
form. You must submit the Formuletor'l Exemption Statement (EPA FOIT\'\ 8570-27). 

am responding to a Oats-Call-In Notk::e, and have Included with this fom1 a list of companies sent offers of compensallon (the Data Matrix form llhould 
be vsed for this purpose). 

SECTION 1: METHOD OF DATA SUPPORT (Ched< one method only} 

I am using the dte--an method of support, and h.aYe ind~ Yolith this fotm 
a list o( companies sen I of!'efl of ~lion (the Da18 Matroc fotm 
should be used for this purpose). 

I am using the selective method of support (or clt&eB option 
under the aeledive method), and have lndudocl wtth this farm a 
exln1>1eted list of data requirements '(the Data Matrix form muat be 
used). 

SECTION II: GENERAL OFFER TO PAY 

(Required If using the c:itHII rnethcd or when using the die-ell option under the selec:tr.-e method to satisfy one or more data ~1 

[] 1 hereby ~and egree to pay c:ompensa.lion, to other persona, with regard to !he approval of this applieatlon, to the eJdent ~ by AFRA. 

SECTION Ill: CERTIFICATION 

1 OIKtify that this application for regislnltiOfl, this form for nnglstnttion, or this Oa1&-Call-ln C'eSpclme is supported 'by all data 8Ubmlt1Bd or dl8d In the 
for registnltion. the form for 1'e1'1!9istration, 01' the Ds~l-ln reaponse. In addition, if. the dt&-811 option or cite-ell option under tho &elective melt'lod Is 
Section 1. this application Is supported by ell data In the Agency's fi)es that (1) concern the properties Of effeda of this p!'Ctiud or an ld8ntleal or 

... JE~r,tiAllv similar product. 01' one or more of the ingredients In this produd; and (2) Is a type of data that would be requi~ to be submltiBd under the d8t8 
requirements in effect on trye date of apProVal of this applca1ion If the eppication sought the initial registration of a produd of iderAical or almllar ~ and 
uses . · 

1 certify that for each exdusille use study cited in support of lhls registration or reregistration, that l am the original data aubmltler or that I have ~ned 
!he written permission of the origins! d8t8 Sl.lbmitter to cite thai atudy. · 

1 certify that tor each study dted In support of this reglstrution or reregistration that is not an exdwM! use study, either. (a) I am the ort~~nal data 
submitter; (b) 1 have obtained the pe!TIIisslon of the origlru~~l daUislbrit!ar to use the study In support ct this application; (c) an periods of eligibility for 
compensution have e)CJ>ired for 1ne study; (d) the study Is In the public: li*ef'llhn; or (e) I have notified In writing the company flat submiUed the atudy and twve 
offered (1) to pay compensation IP the extent requir1.'CI by sections 3(c)(1 )(F) end/or 3(e)(2)(B) al AFRA; and (lij to commence negotl8tlona to det8nnine the 
amount and 1ermS of compensa~on, If any, 11:1 be paid for the use of 1he study. 

I cettify that 11'1 ell instances where an offer of compensation Is required, copies of all offers to pay c:ompens8tion and ~of ~ defJVefy !n 
acc:otUano& wl1h sections 3(c)(1 )(F) enc!lor 3(c)(2)(B) of FIFRA &!11 -*sOle and wlll be submitted to the Agency upon ~~.Should"! ltV; flroduoe 8Ud1 
evidence to the /ltqency upon request, 1 understand that the Ageney may lni11ate Bdion to deny, eanoal or suspend the ~trllktl of my proctuct In c:onfomllty wfth 
FlFAA • • ······ : ... :. 

I certify that the stat.ments I haVe made on th\a form and all ettclchm811ts to It lire true, accurate, and~-- llcknowtedge d\tt any 
knowingly blse or misleading stlttement may be p~o~nlshable by fine or Imprisonment or both under appDcable !all. • : •. •. 

Cete 

9/10/02 

··: .. . . .. 
~~ .. , .. __ _ 

TypeO or rnrTleO MllT18 and nit • 
Olivia D. Laird!~ 
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R~-g{;I~t6~ :eolls~Iiatit~, fu~ Laird's 
Over 28 years Experience and Expertise 1n The Regulation of Pesticide Products 

September 10, 2002 

Mr. Marshall Swindell, PM 33 
Environmental Protedion Agency 
Regulatory Management 
Antimi(robiaJ Division (7SlOC) 
Ariel Rios Building 
1200 Pennsylvania Ave., NW 
Washblgton, D.C. 20460' 

Subject: AXEN 30 
EPA CO. NUMBER 72977-
Application for registration of a Me-too product 

Dear Mr. Swindell: 

Attached hereto please find an application for registration of a Me-too 
product wbic.h includes a total of 11 volumes with the Administrative volume. 
The supportive information is included on the matrices as well as MRID 
Numbers which are listed on ~e attached matrices. 

Should you have questio~s/concerns please don't hesitate to contact me. 

President/ Agent 

- . -. -
- . . .... 
. . 

•r • ••~ • ••••• . . . . . . . . . ... ... ~ . . . 
.... . . . 
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TRANSMITT~ DOCUMENT 

1. NAME AND ADDRESS OF SUBMITIER & SPQNSOR 

SUBMITI'ER 
LAIRD'S REGULATORY CONSULTANTS, INC. 
501 SOurB LINCOLN A VENUE 
STERLING, VIRGINIA 20164-2024 

SPONSOR 
INNOVATIVE MEDICAL SERVICES 
1725 GILLESPIE WAY 
EL CAJON, CA 92020 

2. REGULATORY ACflON TO BE TAKEN 

Submission of AOAC Use Dil~tion and Efficacy Data 

3. TRANSMfiTAL DATE 
September 4, 2002 

4. LIST QF SUMI'ITED STUDIES 

Volume 1. AdmiBitnUve 

Volume 2. Cbemlstry 

Volume 3. AOAC Use DuutkJtt..Cat:rler Coaflrm.tloo 

Volume 4. AOAC Ux DUuiiOb-Canier CCNlftnuatloa 

Volume 5. FuglddaJ Acdvlty of A Dhlbfadaat 

Volume 6. Evahtadoa or .AJ;ea. for llestdul Activity 

Volume 7. vtruddal Eftl~cyoh Dlstbfamat·for Dseou lnaalmate -,:~ SGrfwces -Vlrus: 
lotJueua a ~ . 

V olwne 8. VJndd81 Eftlacy or .. JJI.Jl.of.a.a.t fer Use o.ID.aJIIJute ~ Sm-faces VIrus: 
Ja11Dft!D a vtru& -VIrus H1UIWI bomunocletldeacy VIrus Type 1 

Volume 9. Vtn:ddal Eftl~cy of a Dhlllf'KWDtfor Use oa fitalllJDR Eavii"'Ol.Dleedaa SW"f'aces Vlns: 
Herpes dmplo mas type 1 

Volume 10. Vinddlll tf'laM:y of a Dl.slofadaatfor Use on lnaDimate.EDVfromDeatal SUrfaces ~ras: 
Pollcwlnu type 2 

llhJnovtnutypeJ7 7 // 
Volumell. -~'""'""'" ,. • ......., ... u,.-~w ....,.."""""' 

COMPANY OFFICIAL:. for Dolana Blount tiL .. sf.// 

CO~ANYCONTACT: OLftnAD.LURD 
Phone: (703) 4 71-6590 
FAX: (703) 471-6269 

: .. .. . .. 

. . 
..... 
. . ........ 

~ 0 ... . 

. . . . . . . ... 
" .. ' . ....... 
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FonnApproved OMB No. 2070.0060 I .r<".,., 

UNITED STATES ENVJRONMENTAL PROTECTION AGENCY 
~l 401 M Street, S.W. 

WASHINGTON, D.C. 20460 I 

Paperwork Reduction Act NoUce: The pub!~ reporting burden for this oollectlon of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 

I 
reregiwalioo and spectal review activities, including lime for reading the instructions and completing the ne<:essary forms. Send comments regarding the burden e~imate or any other aspect of this collection of 
inrnrroation, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137) , U.S, Environmental Protection Agency, 401 M Street, S.W., Washington, DC 20400. Oo not 
send the form to this address. 

DATA MATRIX 

Oate August 21 , 2002 EPA Reg No.JFile Symbol 7 2977- Page2 of 4 

Appllcant's/Regislrant's Name & Address Innovat ive Medical Service s Product . .. . 
! 

' 1725 Gi l lespie Way, El Cajon,California 92020 AXEN .30 

Ingredient Silver and Ci tr ic Acid 
I 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter 
I 

Status Note 

830 . 6313 Stabili ty 451610-01 ETI H20 
830 . 63 14 Oxidiation/Reduction 4516 10-01 ETI H20 

830 . 6315 Flammability 451610- 01 ETI H20 
8 30. 6316 Exp1odability 451610-01 ETI H20 

830 . 6317 Storage Stability 456232-01 ETI H20 
830 . 7100 Viscosity 451610-0 1 ETI H20 
830 . 6319 Misc ibility 451610-01 ETI H20 
830 .6 320 Corrosion Character is tic 451610-01 ETI H20 

830.6321 Dielectric Breakdown Voltage 451610- 01 ETI HzO 

8 30 . 7000 pH 451610- 01 ETI H2o 
830 . 7050 UV/Vis ib le absorption 451610-0l E'ri H20 
830 .7100 Viscosity 4516 1 0-01 ETI H20 

830.7200 Me lt ing Point 4 51610-0 1 ETI H20 

8 30 . 7220 Boiling Point 4 51610- 01 ETI HzO 
.......lo. 830 . 73 0 0 Density/Bulk Density 451610-01 ETI H20 m 

~~'~er/ L, AJ. /fL. J. 

Name andTrt1e Date 

/~/jJ_ A-LA ~ ) livia o. Laird/Consultant/Agent 8/21/02 ~ 

~Form 8570-'J!r(§-97) Electron!c aniPapec versions avcfl'fable. Submit only'Paper version. Agency Internal Use Copy . 
·. 

~ · ... ·---- ······----· 



- ...... 
Fonn Approved OMS N~. 2070.0060 

~ UNITED STATES ENVIRONMENTAL PROTECT10N AGENCY \-\ 401 M Street, S.W. _, 
WASHINGTON, D.C. 20460 

Paperwot1c R1tductlon Act Not~: n-., pUbliC reporbng burden for thiS CGUedlen or ltiConnalkm • Mllmnte<lto ~r&ge 0.25 hounJ ptl """""" ror ~'ration adt:!tles and 0.25 hours per r~ flJf' 
~tiDn and !pedal ntview a~. P:Uflng 1m1e tor rudng U. ~end ~ lhe .-.oest~ry klrlm Send oomrTWnt6 regar~ h buJo..:n ~m~ate or a!ly olhel aq>eet of this~ of 
ln!OimltlOfl, ~ ~ns tor~ the bl_.cden 10: Dhdor OPPE lnkHTnltion Msnagemeot ~ (2nn. u.s. Erwitonrn.tUI PmlectiDrl Agency . .W1 M strMt. s.w VliaJh'rVOfl. DC 20o460 Do no4 
send ll'le fonn 1o tn!s llddf..a. 

DATA MATRIX 

Pet. .... ojlolt.t .!~.1 .! lt I .! EPA Reg NoJFi)a ~I "''""'1- Page · of 

Appiioeni..-Reg~·· Nam. & Addre.ss I hfiuY cl t : 1 ' '" I .t~f· j Cli 1 Df'•rv • C:(.~t Product 
.t1,t •c ·'l·t.•.&,ll. l •'/ , 4!. .:.• !•.,, , ...:t.U Cornia "ltl2.f" AxcN·30 

lnQredlert .,J.t.~t • . II•. J ::.. ' A4.. .2 J 

Gl*1elne Reference Nt.lnber Guldelnl SW:ty Han• MRlD Nl.mber s~r Sla\IA Note 

~· '.. . ' ' . •t .. :11tt· 4 -;.1 r:t r•- ~';·t " .... ,. 
~ ·"'· 6..~ .... \ 0.:&:4!

1
.' I . uc t l~; ~~J.,l!J-1'" ~-:-1 1 ... 

~ 

• • • ' .·1 a , ~ 
-

', ... ,lh- 1 ' ... • ·.,o 
(' .sv . •fJ .J• ~ •;...). •. 1 , ...... t : ! t..~ t'\161·-4 1 ! .. o 

L 

"'J\.1 . & ..... ' • ; t •. t 4J "f\: ·'i 41\E~1J-nJ ' ' 1'/ • 
tJ.J e 1lV\I ,! ___ .u~ 4.; 1 • 1 o- rq -.-1 "' -.!• ,,.., 

'll :: '·· ~ j.! iJ 
I tllt~l 4fil bj.)-.". r,.... .. 

•• :.A~ 

o.i~eli..#4~ ..:t~ u v:.. j .. .. C h o r l!,... t.. <.' t l & t l .. :4'1lGlt1- l '~f't ~· ~ 
PJi.,l . (l.;.il .. J c.. ~ ... ,r t.l . (. ~~ ,t~ "' \J ~~ 4<3l,6,C:- l ' 

. 
f ' • 

~.I • .u. 
"' 

~J ~,lit- ' ' ":"'-' 
~ 

JJ " :, .._, l- ¥ H -· ~v.t·,, ; ·.ion ~l·(il··-·n ... 'f! '20 

,Jtl . 7l~tv ill· i : . jlFH'~ ~1f , ., .: 
'"' 

JJ.v. 7&1••' .f•.Jlt.L• I i ut: ~1611)- , f-1'1 1• 2 o . 
uSI.I. I-~1.1 1~1j ll'·a ~;;J l.ht. C 'ilGl4•- '1' ~--..... t .. 

....\. Hw. 7 ) 1 ~(!. (!. 1 l,. t / .. ~;I. ~u.- t t. " .. 'i:;~l'!-1' '. ~":'! . . ·:, m T 

~lure /r-t' I ~ Name 'and 1'i\l.a Date " . . .I 
"\ F ~I 

/..r. ·-· ''" '" i r "/,.~ .. ...... ,.. • ~ - -- .... -- - ''"1 i"., 
"' / 

F PA Fntm 8..'i7r\..35if'q.Q11 t=ladrnno<; And P:ar.rvarux~a •VI[Iab!a. Suhmlt onl\t P2De1 version. AGI!Rl:V Internal Us& Coov 
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'11!111!!!!!1" Foml Approved OMB No. 2070-00SO ,-.,."" UNITED STATES ENVlRONI'r\ENTAL PROTECTION AGENCY 

\~} . 4!11 M Stree1, S.W. 
WASHINGTON, D.C. 20460 

. 
P11perworlc Rcdudton Act Noti~ 1)111 public ~_rtlng burdlo tor tta ~lectJor) ollnfclm;sl~ 1$ ~imatedJIUV\1{~ 0.25 ~ Pf!! r~ k r registration activities ~nd 0.25 hours p21 response for 
meg151ra!Jon and llfi"Cial rrffl/fN acJ~ lnoludii\g lma lor 11l*llng tht ~~ flOITIPietmg 1M NCeSS8I)' ~ «;end c;.cmrnarU l'lglll"~ !he burdltn -.trr.atc a .ny ollw ~ olll· • c:clledlon of 
l!"lfotmatlon. ~ wggett!Ons ror reducing the burden to Olrec1or, OPPE S..tor~ian ~ Dlwiton (<137) US.~ Prot-=tlon Agency 401 M Sire«, S W~ W~ngton, OC <10460. Do not 
~the form w lhlt addless 

DATA MATRIX 

Ollie Au;u~t 2l , 200.:! EPA R-.g NoJAle symbol 119,,_ Page 2 of ~ 

APJif•c:ent~R~ra Narn. & Addre85 lnnovAt;,i.v.~ ·•odi oal Scrvico• Product 

AXE-N "' 3 0 17"'" ... . llletrtJle tsay ,, Dl ca jota .C41i. for-ale t2n2o 

lngredlenl Sllv~c ·"'d Ci t'1c: Achl 

Guldet1ne Rafetance NumbiW Guldtl'1ne Study Name MRID N~ SObmlner Slatu.s Note I 
1 • ,) • £1 Jl) ., : j • ( I "--'"- l -' I _1 "'' I 
tJ.:.U . bll4· tl "")JlJ ~ ·t h.r. l~ln-• -:'1 '~1' 

i.l)U.6l1S Fl:u.or.abi U tj' 1610-t. .. r:TI "2'1 
IJ_.., . l "'x;-·lo•l&••l ~ llf l~l()-01 !:'!''! 1'20 

I t ~ • 4 . 6t~c·~- Jt4u1l1t} G~. I "''!'I '·2 c;t 

.. 1. 71 Ob Vl ~O~ltj ~ 1.6 - I ' f'Tl 'i"'O ..... -

UJC .iJl& J~.i ~j t.1 u t.) • 5'1 (l "-· ?"!'I f'.,O .. 
d.Jl. ." .. .tU rr~~l~n Ch4ract~tlatic ~Slfil.O-Ol CTI 1t2 

- J . td.rd. ~Ctl "'·· tJl4:'AI.ttoun Volln· ·l6J o-01 ~~~ fl., .. 
.- 1.l0lHJ {;h • 1610-0l r'T't ·~20 

lu . 7u~U liV/Vi Gi~Jle abCoc:,."tJon . li£1 o-~ 1 i:'?I B2Q 
.... 7100 Vi GOO~ .i ty- A l:Gl0-1 rrn !1211) 

•• 7 ~vt. .tel t 1 n-g l•o 1t1 .-lolr.-r ~~'! fl2(' 

oJ".7.J.-.J hoil.1:v., t~111.l ~lij10-t :t.T! 1!2(" 

~ - ~JI.:; . 1.)J\.I UttnG1 Ly /Ot.. .1-& Oen!\lty ~ ::~161~1 1 I 'f'I B20 
~ .. 
~natu•e ./ 

. 
N~~me and 1\le Date 

/ . 
~· / I L , ' - . 0 ~ n .• L~ hrtl<:oncul tant/\::--'--•· -.,~ ... 1 

I , 

EPA F-orm 85J0.3Stf9.97) Electronic end P@er ~ e•;1Jlkbkt. Subllul ontv Paper version. Otialnator Co py 
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-· IHSTRUCTIONS FOR DATA MATRJX. • 

tNSTRUCnONS: Identify all ctab &Ubmi1ted or c:il:ed and tJ Mtlmii.I81W from whom pe~n ~· bMJ1 ~ « to vmom offens to pay have been f,f!Ol by entering aJmcient lnfom~ation in the attached 
ma.trtx (pJ!otooopy end al&adl addltJoneJ pagee a niCHII!lry) Complele a OOIIJnlm, omt.lon or e::ssenlllllnform&Uon ¥.411 de!ay approval of the ntglstral!onlrereg!sll'IJtion. On each page enter the date, 
Appb.nl'IIR1Q151NrC'a nll'lle, EPA Ragfllrltlon NIM'nbef Of oppt.catlon l1le l!l'fi'Tibol of lha prodoot. ~ page nurr.bcr, and txltal nwnber at pages. 

~ Cl.i.:.¥ln Of ou.· .nd lht Data t.11:1tt ...at. put6tf ~ ~ ,.,, Ills~ ~renco Nttr.ber, G\.lilk:Jno S1Udy Name, and 
MRID NumbaiC:ownne &let lhe ~e~ of ItA pnxiUcl hE been~ or onCe tN&romt•l*liMidll f1MP01* IDa O.ua.ca~rn Nobca. ttlw.w-,ltMt lnklrm!!!M n ll1e ~ne 
R&fefenoa Nwnbef. Glaclt!lne Study Nme. and MRJD N\lnblf oolt.mna ISJIII'illllble llvCKGh the Freedam oft'lfDmlalJDnAd In~ vMh IW ePA Rea:dn!Uon ~-

lngtJC!Ifnt; lct.ntll'y the actin lngt8dlent(a) ft Fhls produd !Of Whidl data m cbd TM~ive logredjenl(a)alu to bittdeotmed by .namg lhe chtmlc::ai iJIImll-.1 the CAS ,..'Y l"'um'* &lgln a new 
pqt far -~ _,.rat& ~ if~Vedent for~ data are cad rr bf1dglng dlta ~rom a Atlnd cheiDc:al ot np BMntll''ll'& ~ CIOtllpGUlld ar. Ollltd, tntor llw ldentty of thlt dlwnial~r..-ntai:Ve t6let 
~Including the EPA ~tiOn ~ Syfnbolll npproprtate. 

rt \I'll «IHf llll!ltiOd Ia ~ for 11 da.ta ~nrt; thla partlcutar ~. e~tor "'CITE-AU. tl ~ GuJdllnt ~euca Ntlnber co1IJrM and lltavt .. GIMII!na Study Name colwrm ~It If 
the c:lil-41 melhoO IS u.d f«a Jarllclllar Guloellne Relert'~ NumJief ..... "CITE-AU Ill lha MRIO ~ ooQm on Che lne ror thll QAdelh ~Number In £.:ole .... 81'11.,.. ell~ 
to vhwl offe,_ to pay ha.,.. been •nl 0t1 ~ Inn. JNota' If t.e ...,...l'lllllod of~ .a lad and wrltan aufhorimfion (lett II of J*IIIRilll 1) a phl\lided, 1M lnefMdual ou.cHne Re~n~ru:o 
~. QuldatN study Name, and MRID Humber columnl mUll d be comp:eted.) Ctfl~l'li.~. 

G\udt!lot Befa:tn~ NUIJlb!r; Enlet oo tepa rata ton in runet1cll Ol$r U. Guideline Ret.renca Numbtftl tom <tO CFR Part I S8 for dllludles Q.llld lo .uppott Che f9tRI~rwotlon for th:S 
IJv'8d!enl 

Guideline SWcty ~tne: For eed1 GUdelinl ~ Number~. enter !he CO<~ Gu!delfle study Name. 

MRfD ftw1brr; For each ~I f.t.JJtat GCid lnlllppOit or a~ Ret.fwa t~ and~ Sludy N:.mle, ef'lllftlw MnterReooro ldenl:il'icaGon <'ARlO) Nwnll«lllllad iln lhe Pec;.dda 
0oc:umen1 Manegemenl Sysbm {PDMS) , Erar oniy one MRIO Numbef on each 11». Note hat mont than one MRIO N1mMtr tf'6'l be requAd per GuidfltN fUh:ntnc» Nwnbel. Note: Oclol*nl>; a 
C1ltty ·~ulntd to malnl:an s ~~ ll not &IIIOdllted wt11 a ~ ~e1erence N\l'nber end Ol*ttl\ne stuc~y Name. In u:ta cue, enw the MRIO Nl.l'nbe:tfsl for h study(les). 

Subrn!ltrr; Uslog the !nO$l raoaot Data ~ .... Ulll. ldent~ !tie ~~ c.ta Slbnllterwth !Mir ~ eddna8 fot each study dled, The SPA uslgned oompany number cu ott. ablnYIIttlon moy 
be uted. ~ ~ll IJr(f Vlltllllona (allemate addle=al. data owtlel'S not on h Owt.a Sutmll1en> US~, c1c ) In footmtas &o lhiJ llb!9. 

SllltlJ!t;, Ertt• one olltllt ~ codea breach &tUdy cited, as awropllate: 

OWN: 

EXC: 

PER: 

OLD: 

PL: 

PAY: 

GAP: 

FOR: 

~te: 

1 am ttle Ortgln:ll Ocda Submilter for this 6tlldy. 

I have oblained Wl'lttan permission of tnL. ~~ Qm SUbmltaf 1.0 d'.a ltli& ~e-ustlltuctf i't aqJJJOrt of this app!lcalion. 

I !lave oblalned lhll penn~ of the ~~ Oett .Subn'lllmr ID we lhia cludy wt aJAJO!f or tta applfcatlon. 

The llllly w.a ~ rno111 man 15 y.e~ ago and all perloda or compensallon have CQ*ed. 

The ttudy Ia in lhe pubic tterab.lre. 

1 bavw mtifiect n WIVCJ the ~·Deb Slb'nltter or, if the ~I method la.uaed .. ~ llttd 4A Olo mo$l owrem Data ~ Ust Q)r ltlis ~. and havo off3ted 
Ca) t.o PlY oompen~~Uon In ~dance wflh FlfRA sections 3(c)( I )(F) andiof 3(c)('l)(B), and {b) kl C011'11'T1181'11? negot..ll!onsto ~the amnunt ana terms of compensat~ If any, 
to be paid !Gr tho use of the $1Udy(tes1. 

Trit. Gull:l:!:na dlllA *J.J.r~mem ln a data gap as deftne4 in 40 CFR sectiooo 1S2.8S(a) and 152.96. 

le!U ~\1M formt.illlo"' ell'fm! •:~ br lh 'a..gted.:H'tl 0\'1iy ()Ill( CQIII'Ma of thL h .hoc;d be rn::1!Wd "N;" HOWuVOr. iftl\!:s proeiUQ is to be reJf.*redireregi1.t;antd fer ltdditior.al 
USM lor wt-'oct\ lhe PU' .,.lSad r:.r'A rt:g1s&wred !11gn:disn113 net cupported, aua:nonal da::! ~ oe subrrr_tte<J or c:tcd he nt t'1 ~rt tho~ ue&s . 

II addD:Ine.' ~pl3111.: .. .tll'lll ~- -..m-.1l..o~ R,{ n lh::> cok1mn attd sllltch lh~ CCifc.;.puncfng exp!:ln:!!»n. 



- ....... 
follTI Approved OMB No. 2070~060 I 

~"" UNITED STATES ENVIRONMENTAl PROTECTION AGENCY (cl 
-~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperworl< Reduction Act Notice: The public reporting burden. for this collection of information is estimated to average 0.25 hovl$ per response for registration activities and 0.25 hours per re$J>Onse for 
rereglslnllon and special review actlvlles, Including time ror reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection or 
information, including suggestions for reducing the burden to: Director, OPPE Information Management Oivislon (2137), U.S. Environmental Protection Agency, 401 M street, S.W., Washington, DC 20460. Do not 

I send the form to this address. 

DATA MATRIX 

Date August 21, 2002 EPA Reg No.Jfile Symbol 72977- Page~ of · . 4 

Applicant'siRegistranrs Name & Address In nova ti ve Mea i ca 1 Services Product .... .. -··· . .. .. . ... ... '..': 
I 1725 Gillespie Way , El Cajon , California 92020 ... . " . :~·~EN> 3.0 - -- ~ ~'·, .. 
I . .. 

-.. .......... . 

Ingredient Silver ana Citr ic Acid ! 

Guideline Reference Number Guideline Study Name MRIDNumber Submitter Status Note 

830.7370 Dissociation Constant 451610-01 ETI H20 

830. 7520 Particle Size 451610-01 ETI H20 
830.7550 Partition Coefficient (n-

octanol/water), shake flask method 451610-01 ETI H20 

830.7560 Partition Coefficiept (n-

octanol /H20)generator column method 451610-01 ETI H20 

830.7570 Partition Coefficient (n-

pctanol/water,est. by liquid chromate ~raphy 

451 610-01 ETI H20 
830.7840 Solubility (column elution 451610-01 ETI H20 
830. 7860 Solubi1i ty (ge nera tor colu rm) 

451610-01 ETI H20 

830.7950 Vapor Pressure 451610-01 ET I·H2 0 

870.1100 Acute Oral & Percutaneous 
~ Toxicity in Rats 450169- 01 ETI H20 
~ 

s;),,~ #2/1 <1[ -c:l in j) ~~. 
Name and Tille Date 

, ~~.i -
::llivia D. Laird/Consultant/Agent 8/21/02 

~ V'-' ,...-
!:.PA Form 8570.35 IQ.Q71 !=IP.dronic and Paoh ve~ions. av1111abfl!' Submit onlv Paber verslon. Aaencv Internal Us& Coov 
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Form Approved OMB Ntl. 2070-()0SO 

'A' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~~ 401 M Street, S.W. 

WASHJNGTON, D.C. 204GO 

Paperwori< Reduction Act Notice: The public reportJng biJl'dun lot ttv .. COllection otlntofmaUon it Ml!maled 1<:! avt,. 0.25 hOUn P'U ~wponn ror lllfli$l7lllon aciJVJUM al¥1 0 25 hours p8( responM rot 
rwegJilratlln end~ revtew .aetNIUeS, lncltJdtng tJne lor ~ding the h5lilldlons 8tld oompletlng t.M necnscuy forma. Send comments regardlnQ U. buldM ~t• « •ny other asped or tta coledlon of 
tnlcnnalion.lnc.lud'w1g ~ foll9duclng till bur~n 10~ Onctor. OPPE lntocmallon Mlinagtmen~ Drm.lon (21~). U.S Envii'O:llfntnbll Protection Agtllrrf, <01 M street, S.W,. Whhlnglon. DC 20460 Do not 
•nd lhe fonn fQ this ad<ha 

DATA MATRJX 

Data .. . I :J. .. Zuu.l EPA Re.g No IFUe Symbof ~?1'1-:t"'- Page •, ar 

Applloant'lWReglmrant'~ Name & Address : ,, jli\1~\ lJ.\ I ir;~ 1 ·~c t' •; icf., s Ptoduat 
A~E.N ? - iJ , I _·,, j(_l ~ f I. ... : if') rtl1 .• \ ~ ••• ~n 3D l 

I 
~~ !::a l \-..:l ... ~ .:1u l c M l ~ 

-

QidQfne Rd!Jence Numt. Guideline Srudy Name MRIO Numbe! Submlllef Status Nota -

-.,-~ · t.nr; I i D t 1 (;;li , ... ,.., •trj l ,1 u t. 'Ill -"lo ;. -" J ~J- II ~ -'] . .,, - .. .,.. ----

J J u • • • .. ..... t lll : t ... 1 i!f' . 
'l lf- . .l 'l . 

~.~ ... ,.,, ... l•ol t.lt.i~r '-',)f' ( i ,; ' (n-
,,t...;.uo~ . . , ) , ~~t\\·' nru ell' • ' - . . ' '' ' ' 

t, , I •II ) ...... . 
~ t. 11 I ,-

-'-~ ... ...; 2 .... )~1"-'l< dt... "' 
. 1 .ll'- L l :1 '"' 

bJ\. . 7t7j Pr.' " . Coot { 1-
-

t)C,~ .... : ... " 
r :l . ~· 1 .~t( .,.~ '"'~.! 

"·J·, ll - r 1 ~':'1 l'2'"' 
Q v-:.'!1 I' illl.f (~vlur, 't.l 1 i1vl·-"l . . • 
I . ~~;;} •iH 1tl (gt.:ncr,;t r l•.~ 1:.n l . 

~ 

i '" ''il6lt"• {) '!'1 1:20 I ; 
' 

Jl,jv . 7!#:. 1
• \ ... , ' . .&l(..ul.ltll 'Cl 4" :..r .l(,l-1. L t' .. , , ... 

• i ,.. ., ~-~ .-. 
a1~ . uc•v o. vr.tl • t't.r ... , _ ·CUUfl 

·- - - I 

~ t. ,I tty 
.......... 

l •' 1~,U 
t)_ , ••f!l·· •• j r.," 

~lure ~i_<:J_~ ·; .. ~- Name and Title Date 
I ~ ~ •• 1,.,.,,.,.~ 1t · r,.l:-., ..... l ~~--_# 
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- ~ ·\ 
UNJTED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, 'D.C. 21l460 

P~'Ofk Reducu on Act Not let: The publiC tep01~ burdwllof this.tO!Iaochon ol ,rDITimOOn lS tellmet.d to ~MqQe 0 25 hlxQ P'' re-:pon-:>A (or req~taflon actiVities a!ld 0 25 OOur6 ~ respons: fw 
reteglaolrll.lln and apec'* JW~aw aciMtle$, ~ llme for reedinG Ule lOsiruclion$ and ~ the ~ formE. Send COIMIII\Is regaRing the burden .tinett « -!.!'l'f o4lw Mpect of this allel::tion of 
1nftlf1llal.ion. lnClUc:flng ~ ror tedUclng the burden to Dlrecla, OPPE lnfonnllllon ~~ Division (2137). U.S Erl\'froollliOta! Protec.llon Agency 401 M Sb'"eet. S.W,, W~ton, 0C 20460. Do no\ 
eend the I<11m to tht.....ddl~ 

.. 
' DATA MATRIX 

Oa~a Auna•t. .21, l002 EPA Reg No.Jfle Symbol 72<)71 p. of 4 
App(Qilt'tiR~sNarnt & Address Inaovuth·e ftech~;•l G~tvi·Ct-.1 ProdU01 

A~fN 6 0 11il~ <iH lt~ Woy , &1 C~jOQ 1CbUforn1a 020!C1 " 
ingredient ..... ~,, ... c 1l ~ ~l(J 

Gulde§M RtftletiOe Nll'nbet G~ Study Name MRIO Number Sttmtter status Not~ I 
u..~0 . 7J7ti • .1--.)ClAt ivn C01 . -~ - t •• I 6 r 7o ' ~Ju. 7~;20 Na 1.1 c lc ~a~" .ar.l~lr-

. 
r·~J"f '''2 '~ I· • 

tao . 1 '.J:)u r~rl!tlon Co&!firte~t (n-

''ttlnOl/V.lter) , ntlCl:." llod• •ttu at~l o- rifi :t~2n 
. l.)tp. Pta.tt1Ut.t~ .;o&:~t!tclf:••t <n-

'-' 'tmtUl/lll<-~).,enurctoz· u:.l~ :ct'xld <C ~lilo-- r.~I r.1o 
I o. J~HO Pn r c 1 Lloo Coef f .1c1cn.t (n-

' . - . -

:~ a~tec.,cst. .. by i lquid thrc rGJ.by 
4S1Glo- r.•T . . Ji-tC 

~,hJ . 1D4) s • ., 1.\.liJ 1 (C(JJuran •~'- .. L il6l0-0l l u2o 
d.,{J . 7uo<.r aD lubi 1 i t.y ·l ~" nt~ r a cor co 1 -, 

45lc>10• U?! ~20 

. .., . 1!.f.Jy v~,.o1 i"t:• • Slt:.lO• l:"rl )!l(r 

.ntJ. i .. l:n Acute o, 1 , 
~ u tAn•eou 

~ Tctd ~lly in i&ftt5 f1l.6t)-:')1 !-,0 

" ~ature ,9--- . Name alld nue Ollte 
J ---:. " - - . __, J \ . Lni~~~~nnbul~a"t'~~- · n/?,/n; - -.~ .... -.1 - J 

EPA form 8570-35 {9-!ii') Ela<:llonto and Paper verdon$ ava!lab!e. Submit only Paper version. Ortglnator Copy 
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•• •• fNSlRlJCTtONS FOR DATA MA1R1X 

INSntucnoNS: ldentl1y a!l data tubm!tted 01 cired and aD GUbm!!mm from \'lhnm pennl$S~Qn tt~ been mcelved or to v.'tlam offers to pay have been sent by entellng su1Udent lntonnat!on In lhe attached 
f'Datltc (pholoccpy and allaeh eddl!Xmll ~ as nece.eety) Complela al ootwnrw. o,..,_n of eeaenllallnlofmall&)n ~ defay eppri)YIII or lhe regllh11onlrereglsb'ahon. On eac.fl page ontet 1m date, 
.App~canrliiR~name, EPA ReglslratJort Nl,.lmberort~«on ,,... ~ of h! pi"!J&lce, lngtldiWil peg~~ numf:l«, andlol.ll ntJnber of pages. 

n. Data Colrflellllllbon form anllUed "Cel1lflca1Jon wnt1 R~ ~ ct;allon ot 01\ta .. and 1hl Om MaJrt)( w:r be pUbldy avallallle, exaapt b' lhe GUdll:'1a Rtlwenl:e Nl.ll'lbv, ~e Study t>tune, ar.d 
MRID NUmber c:oU'I'Inlaler lhe ~ ol this produl:l t. been (ltlnted Cll onca lh!s (otr'il ls r~ In rosponss to a Qa1a..Call.ln Nof!ce. fotlml)ver, Ute ln1cml3tion In the Guidel:na 
Re~ Nt.lnbctf, ~Study Nam11 and MRID NloiYiblf cobnnl• evaJ&!Ibte tlwough lh!M FrMWffi of Wllnn::l:...ot1 kJ. In aBI!JDCDtlan Ytdl tl't EPA R~ Numbe;. 

Jnqr!dlent; ldenllty !he actt~ lnCJ•· ~(a) il Ulls ~ foi .vhlth ~a are dlld. ~ ac!Na ~·> are to be tdclllled by ~lfnG h dllll'll;:at nam& and U"'t CAS r&.glGtty number. Begln a new 
page for ach RP'fl'lta actt. ~nl tot wblc:h del .,. dted tf ~ d::l1a from 1 IWlltlad Cben*:al tX rapresertaliwl ~ compound ere died. eriBr ltw ldantaj ollhal c:bemicatlrepre~ntative tsst 
c:ompounct lrdldlng the EPA Re~ Ntli'Tibt!riF~ S! n:bollf approprt::'!D. 

If 1M cce .. e method ~ t.l:ied ford data .:lq)OJl~ ltll& pert;cullt lnu~ «ter "CCTE~ • t1 1M ~lfne R*renoe PUnbw ~ and r.ve hi Guideline Study N/Jmc> co•u.-nn btanl<. U 
hate-a I melhod,. '*<1 ror a pa~' GUdellne Ret.~&~~~» Humbef en1.1r "CITE~~ in o.. MRID Number oOtumn on 1tte IN rot !hal~ Raftrenca ~~- In c!lt- OH'. «tet au subrrili.~ 
to wt1om o!fera 10 pay have been aent on subalquent linK (HoW: t lhe wlactlYe method of t1UJIPOI11a IJIIld at'ld wtllen &Ott\OrfZalon (1...''-t of perrr'IMIOI'l) Ia provtuect, the 1MIVt<Nal Gtr-ttE!lne Refemnoe 
Number Guideline Study Naml, and MRtD Nllll'\blei c:.olJmne rnuae lllll bt complelAKIJ o;:=:~nme: 

.~!lnt Be~ NIIIIW!u: Ernr on~~ In numerical otr:tlf lt. Guideline R£~ilrenCe Numbers ft'om 40 CFR Part 158 for aD slud:Ss cl~ to support the registra!i-a~n for ltlle 
~nl . 

qytdelln! SM!Y Na!DI; For eadl GUddM Referencirt Nlll"llber dttd, -""* h ~ Ou.delln& Sludy N:!me. 

MRJQ Nt,!Jlt!tr; for Metllndlvtcblllla1y oDd in~ Of 1 ~ ~rarence "''1Jmbli Vld Guid."'!oe SlWy ~I<~ rna, ~nter ttw Ml"sfer Reoord k&!iiaoatSOn (.MRIDJ N~ l!f..:td In the P~st!clds 
OOcQnen( Ma,_.menl ~ {PDMS) , EnW !'lftoJ one MRIO Numbet on uoo ft. Not. !hat more hm or. MRIO Nti!Tilec m.y ~~pee Gu!deflne Re~ NlllltM NDII! ~Dy e 
$ludy ~to ~ e :~1111oolntregiiC)wlon Is noleaeoGINcl with 1 ~line Rel8te.nce Nmlber and GI.*Sellna study Name. In ll.ld1 CM&, enter llle MRIO Nunibef~) lor lh<:. .Jlldy(idw,. 

Sul!m!ttcr; u.rng lhe molt recenl Data S~ Lilt, ldenlfl'( h Orlghal Data Sli:lmll&t Wlh lt8 ~ lldCha lOf e::h 111udt U»d . The EPA a~ cocnpany number or alhlf a.bbrevlation may 
be Llll!d Qearty ~ 11frf varlllt«Jna (aile mac. addreaes. data ~not on the Dllb ~ U1t eto.) Ill ~to lh!s tab~. 

§!!!1l.l1L EJter OlW of the foB owing co®s for eat:h study 0:~. ::!3 approplfat9: 

OWN: 

EXC: 

PER: 

OLD: 

PL.: 

PAY: 

GAP: 

FOR: 

Not~; 

1 am me ~ 0e:1 St..ll:llnft1er rar thts study. 

I havt1 obtafned vmtten pmniSliOn ofthe Or1g1111l Data Subtnltttr lo dllthia o~uae stud'/ n aupport Of lhllappl!callon. 

I haw ottltned the ~n of thl O!Vnalllita Submlttt1 ~ u.llis ttWy In IUPPQTt or Uil app!lCI:tlon. 

The IWdy IIIIN I!Ublml*l I110ilt I"* I\ 15 yMB a;ollld d pu1ods of compensation have expi'ed. 

Thesblt1Y bln-Uie pub!:o Gteratu~e. 

I heW noW1ed In wntrG e. 0r11J1na1 Dab Subml!tcr cr, illhe cite4ll mttll::d i3 usad, aD eompmlies listed in the l1lOSl cunent D:l~ SUbm!IL"16 L~ fbr n1~ r<cnd'.ent, and have oll'ered 
(B) to pjy cornpelllel.lon 1r1 accordance Wlltt FIFRA MG1tons 3(c)(1, 9 el!d.or 3(e)(2){B).IIld (b)~ comm.:nc:e n;.,;o1<~tlol\3 to detennln9tt\!l amoWlt and le.rma of oompensalion. If any, 
11> be paid for the ~a ar 1tw tOUdyOos). 

TNa 0!.tb1b d:l2 ~ ~ • data g,p a.;~ In 40 CFR aec.tions 152.83(-a).and 152.96. 

1 am~ U. ~fa etmplkitl a Ina~ only. otlar o.-1~ or ttl:: 11M~ ba l'l'lalicad •NJ..•. lil:rMJorer li th;. product Is to txl reglstered1rereg:stered for addmonal 
~aa torM*tlln. p.mtt.C EPA~~ t- mt ~. ·~dab I1'U5t be~ ar d'Oid here to ....urD.tt those ~ell . 

!I add\llonal e)(ji3nc1lon is nca<nd, £nter a tootnoto msm~r in lhho colllmll and attach the COITe:.pondiJ19 exptanatron. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . ft l 
~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Papet"Work Reduction Acl No41ce: The publoc reporting burden for this collection of information is estimated to average 0.25 hours per re~nse for reglsttation adivitle5 and 0.25 hours per response for 
reregi'Sinttlon and ~oal rev~e.v edt-iles -nc1ocftn0 trne for 1eadtng me IOSrudloos aoo co~ the ne<:Essary lomn; Send com111ents l'l'Qareli"!J n,e borden eS~rnate or any oL'lel a~ ol INs oollee!IOt'l or 
tfllotmaUOT'I ltldudang auogest~ons 101 reducing the burden to. o.-eaor. OPPE lntormelJon ~n&gem.el'll DrvtSIOn (21371. uS Env,rOI'li'Mntal Prot«.t~n Agency. 401 M Streel S w Washmgton, DC 20460 0::1 no' 
send 1M rorm to thl3 address 

DATA MATRIX 

Dale t\ugu:,;t 21, 2002 EPA Reg No.JFile Symbol 72977- Pagel of 4 

Applk:anfslReglltfanl'5 Name t Address Innovative Medica l Secvices Product 

1725 Gillespie way, El C~jon , Californi~ g2020 11\XEN 3 0 

loge <lent Silv~r ~nd Citric Acid ! 

Gul<lelne Referenca Number Guideline StUdY Name MRID Number SubrMIS! Sts1us Noll! I 

5 83U . l55U Product Identity, Composition 451610-01 ETI H20 

bJO.lGuO Disccipt i un o f materials USP.d 

to ? roduce the prodl.lct 451~10-01 E'ri H20 

B.Hl . l(i20 Hanu factu r: i n tJ Pz:eocess 451610- 01 ETI n,o j 

830 . 1650 l)iscri.ption of formulation i 
Process 451610-01 ETI H20 

830 . lll7U Oiscussion of fo rn:a t ion <.)f 

Impurities 451610- 01 ETI H_20 

830 . 1700 Preliminary Analysis 451610-01 ETI l-1?0 
830 . 17.50 Certified Limits 451610-01 ETI H20 

I 

830 . 1800 Enforcement Analytical ~et 4 516ft}Ol BTI 1120 

830 . 1900 Submittal of Samples 451610-01 E'f' I H20 

8J0 . 63U2 Color 451610-01 ETI U?O 
830 . 630) Phy!'.:ical Stdte 1151610-01 ETI H_2_ 0 

~ 
830 . 630~ Odor 4 51610-01 ETI H20 -· ~ture /Jr>~ ~ ~ 12 a_~-, Name and Title Date 

/~ Z~ Ac( plivi a D. La i rn/Consult~nt/Agent AF'l/02 __ .. - - ... -- ·--- -· - ~ ·-
.... .,.... _- - . 1 .. - - " .__. _ ,., _ _ 'I....Jrn.- • . . -- - . . ~ - . _._ .... -



~ ........ F01m Approved OMB No. 207~ 

~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY • ' 401 M s treet, s.w. ::7 
WASHINGTON, O.C. 20460 

~1\1/0rtc f{edur.non Act N<Mrce; The publl¢ r&poi1Jtlg blrderl ror tnis <10lttldlon of infonnation Is a21!mated to average 0.25 hours par response for .regls!Iation actMUes anti 0.251lours psr re3Pl)n-se fol 
reregilllmflon and speolal revtow Qct~ lnclud10g tune (or raactng ltle instructions and completing the necessary rorms. Sand commonts regardlnQ. the bvrden 11stlmate or any other aspect of this c:ol~ect/on of 
tnfOI'!MttOil, lndud•og ~,.for raduclng the burden to D1reaor. OPPE lntormallon Ma.nagemem Olvlalo:n (2131). u.s. Envvonmeruar PtoUMitlon ArJef'tC'i .C01 M street, SW., W-ashington, oc 20460. Do not 
eencl tile form 1o this addrOss. 

DATA MATRIX 

0.18 . ' .... .)"' ... I .~. , ... EPA Reg No.Jflle Symbol -:'.,~ .. ~- Page , c1 -t . ' 
Appljcant'IWRegiltrarO Name & Addfasr. I:;r.'- vea 1. l\~' ~e-1: ('{ll ~·· f '1. ; CP o.! Ptodud I 

& 7 .. ~ilJ.•··..:,1iC 4T I 
. .. 1 J" J :-·, , ,._· .t 1 ! f n r ~ I ,\ 'l~Q~I'I A~~N 30 

Ci lr h . ;~c:lt.S 
- ·- 1' 

lngr.dtenl • •l i \1(.' L o:l.Od 

C>4Jfdef<M Reference Number GUideline StudY Name MRIDNumber Svbm!Her SlaW$ Note 

~ '- ..... _ ____ .,...,..._ •'"' ..._,~._, t! I• J I l'C,:,' .-..o: l t 1 ~ ... _ ... ~. - lj t .... I ~!?; 

•JIIo.11 Ul "'" l 1, .. ., _,: .~ ~AwC.4"tl.:li ··"'~ : . ~ l { t- ': v ~uct ! - :c 1 i'TI R'JO ~ 

dJU . l;., ........ "'t ~' ~ r' • •'[.1 '-'-• ... 4 ' ' .• I .,... . , .... - v .. 
..s J tJ . 1•· • u ~,l •. l C1., .. •• .rJ( fvt. \oltH~l•-r• 

;j.J( \ C.: ·~u 1, .. 1 i- 3 ''- I' ' .. ~!~•. .,, 
' . 

,, '• .. .. 4. (o,; [ ... ~l,oU ur LVIT ut l' "': ".J! 
I _,, .. c 1:.., , • .; CC:1•.:·, - 'l ' 'rt ~..,,' 

j,j /l • .1.' 1.1 ,·~clicar.•r.l .\nt.lJ .. .t. ~':Jl(tl,._ ·~ -~·:r , . ., ~ 
.;.)u.- 11:;,"' ~01 t if 1·tb1!· it .i&\_l(,]('-1 I ;•I 

'-' 
tn~ .• l!iv,.. F'r'\! v ( .,.-(J~.-u.• fJ t. • l (.', 1 • ;c~ lftJI; ·~I t'' n ':J 

~ 

" 1~\. U' ~~Lr~i n~. ~d... l II '•una-· r"'l ... ,_!• 
"".J • C( lo ' d, t ,_, ,_1 • ., 

• e j ' I j t' L ! I c . . ' l' , . -.... 
~ 

~ . 
I c.~l.r~ ·- . ~ 

.......J 
Oo#-J . :.: .. . " 

~nature /.A' ~ 
; Nia me ancllllle ()ala . ~· r-

" ' T ,;r--to . - . • . '. <1/"l' /" ·-, 
EPA Form 6570-35 (9-97} Eledronlc and Paper versions avetlab\e, Submll only Paper verslon. Agency Internal Use Copy 
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(s' UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
,-:;;;/ 401 M Street, S.W. - WASHINGTON, D.C. 20460 -

Paperwort Red.LI'Ction Ac1 Noli~: The Pldc r~ burdert for trh c;dleGiion Of 'nfOf1TIIIUcll 'Is CSiiiniUI to IMWIIIiJil 0 2! l1oura per rtlllpOON lot r~ ~ and 0.25 hola pe. ' respon&& lor 
rwegls;mlllon and apeelal re'Mw eetMilts, lnctudlllg time for rwdlnQ tn.l~ruwcm and c:ompMtJng the neoessary fonns Send oommenll reg•cllng tne burden esbn'lllte « &1T'f other 8Specl of this coltection of 
ll'llonnaUon.. ~~~lor reduolng thellllden to: Dlteclo(, OPPE lnlo.'11'131kln MJnagemenl DMikln (2131), US EnvrOI'll'lleiQI Protectlofl Agency, 401 M Street, S.W. , ~.DC 20480. Do not 
send !he tonn to this addte~. 

DATA MATRIX 

Oa&e t .. uuuut 21 , 20D2 .. EPA Reg ~loJFile S~ 7297-r-
~ 

P~Qe l of i ! 

lnrvvAtl·J~ 11edJoA .I • -L9le•a ' 
Appllcant'~eg~Glranl'a Name & Adelle$$ ProdUct 

·AY..EN 3b .. l . ' •.cv. t:l C::o:jon , C'all lotn l• q20~~ 

Ingredient tilJ.\U::C •.OU C.:i l;...i.' ic.) .Aei.d· r 

GUidefrne Refenmce NumtJe( Gukaline Study N~ MRIDNumbef S.Ubrn!tt• status Notl> -

~ - - ' - --"' ll~-- ... 1 ,·tc n t 1 ty, Coc:tpuai tJon --. ') ..... I ~t t'20 
., -_.lO . l"ll~ fit. cJ p; J. OP Of iUI ~4H i.Q 1 G Ut:~fi 

I 

~u "'' t J..:L.c U&f' !'1 .. t. (SJol t~-•:1 C'!'I ,,.., Ll 

~J.ti.J.c,.,.u ....... ' .;<:. t"'t. 1 ,...., ... cu. ·t: ~ n 4 !11610-0l 1':":'1 ll!v 

tJ J a • l o l 1J Cl1.;;.. t ! , ;. h.~ ot {(Jt~ulot.il • 

I'J: uc:tlz.• 1610-(11 E'fi H~O 

o.:n, ... ", .... IJ1 r. .. t. ... ~aJ"n ul 1'-IEt.• tf (1:< I 

trr .... r l t leG 1610-Cl t ll,t• 

ulO.l.7ul.. PIC11w1 ~ary Ap•lyrlo lftlo- cn r':'I r,c 
(i_l(J . l7 1tlJ Cc r t1 f :htc- 1. 1 ,, 1 t tl 'lGlC- 1 -l r-rr ~ 

,., e.Jo .. Usua £n£ot ~o;:wnl . _lyt l~a1 !W·t:. ·~lQt!'.Ol ~1 l 
'tlu. l9ttu t'lu bn .t 't t.a 1 I ~l~B lnO•Dl r•r ~2o 
Clc .• tdv .. r...'.u .lc' 1l Gl1-0l ~I ~,\) 

G.),; • ~ JliJ Pb:y.r.l.\:.tt.l fi thtt! 161 o-r,1 ~l u., f' 
-lo. ,l)Jv.C;.~.) ... - -~lt'l.l r-t f."r l U20 --· ~ ,.. 

/.. Namo end T1lle Date .// r. . , . ;. -
Q o. :...d rl!/~on•u'• 1\nt t• -_. ' ~ ,,. ~--

~ 

EPA Fonn 8570-35 (9-97) Eleelr'On!c 8114 Paper vet810I'i$ a~'OlDab!e. Silbm.t CI1I!V Pcmer v~n. OrTafnatM Coov 
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•• IN811WC'nONS FOR DATA MATRJX. •• 

INSTRUCllOt.IS: Identify aD d;t;t ~ mtted or cted and all ~from wham ~ has been l'eOeNed or to vmom olr!rs to pay have been sent by ent£lring litlflclen11nfonnatlon in the attadled 
1T111trfll (phofocopy ww:ltbd'llldd!UoMI pagas U neceaary), Compeet. 1U colUmna, O!l11~n of ~llnfom»tlon ¥.1:1 dela~ lpjlfOVIII O( lhe ~lloM9nlgiiDatlon On tach pege enter the date, 
Applcant'WRegls:ranr. name, EPA Rtgtsttatlon NLanber Of "8ppllcat1Gn fife s-trnbol of U\9 ptodud,lngrC'd:cnt. P3Se number. ®d total number or JX)ges. 

The Data CompenAtlon f'ilrm enhtlad -c«rtbtlon wfth Rfll*l to Clllilln ol Ol!la" ~~ttl~~ o.t;l Malrtt WJ~ be pullkly e.Vaolable, exoepl an tne ~ RP.~noe Nmlber ~ ~n.ay N~me. and 
MRID Numbet columna atw tne r.o~~rabonl't1lnlgWra!Joo of INa Pf~ hal been ~nted orOflO!I 1M flw'n IIJ reQetv.d tl reepon. to • Ollla-CaJ..In Nouc.. HowiWef ll'le lntomil.tkilllllu. Gulclellne • 
~ Nlwnbef, Q.fclelloe Study Harne tnd MRIO Nll!lb'!r ooliJn'm • fieUable ~ t~ fl.c!om o! InformatiOn Actin~~ v.fth !he EPA Reglsttulion Number. 

I!!QTtdfent: ldenllfy 1M~ l~(a) In this fl'O<kd tor wtiiC:h data.,. cbd. The ad!Ye i~•) ~n ID be klenlJrled bt erftMG the~~ name el'l(! the CAS ~number. Begln a new 
pegs ror ~ ~ ~ ~ .br wttil._.., ated- 11 ~aata trorn a~~~\ or~ test~ •~ chri 4ll\tQI' me edenay oftlr.lt <:hftm~ca~'representative te$1 
~~!he EPA RedstndiiHI ,~Ifll Symbolff>tppropta!s . 

• 
If !hit ch4l ntl#loclt. ~ lcnldala~ lhlaprJWI;v lnQnllllert...,-"CCTE-AlL" k\ the Qlidallne Roinno. Numblroolllm and JMw tle OUidelne Sluctf Harne~ branlt If 

lhe dl6.el m.lhod 1e 1.-d tor a pAtticulllr Gurdellne ~ ~ ~ "CITE.,\LL"\n Ule MRID Nll'llberoobm oo \he line ilflhlt Guta!!N Re~ Numllef, In ei!Wtue, etlllfd !llllmittera 
lowtl$nl offers to pay have bMn ar; on ~quent lines, l~klllt; Ulhe eailollve rMlhod ol-...pport !Su.d end ~81J!J\ori:al,lon (le:tl~t:r of~)·~a~. thlindlvttUIIGUdel o Reference 
IQnbel GUde&nt Stucty Name. end MRJD Nl.lnb&( c:o1umn1t nwat sUI be oomplej.ed.J Olll:r ... ~. · 

GuiAADm Refl:reru;e Nyrnb!u; E/Qr on~ linea In ~I onlatlhl Guidlilhe Reftrtnce Numtleia froM -40 CFR PM 158 fof 111 ttudln ~to wpport the reglstratklnlr$reglstmtlon for this 
~flldlent 

GgldeJim SJudy Nl!!'!lf; For eact1 no Re~ence NIMI'Ibef c:Dd; t!'llo!f V. mnupottllng ~StUdy Name. 

WUO Ntantm; Fore<~on lndMclill ~ CIIOild In tiUPPOft of 1 Oddallnlt fblt.rwncl Humblr and~ Suty Name. onler It!& t.-l)C'tf'r Rtoccml ~n:"'lc:at»n (MRiD) t-lumbet~41'l ~ P~da 
Oocllmlnt ManltgllmMlSyltam (PDMS) En!Br only one MRID Numbef on MClll Dre. Note thllt morellliWl 0111 MRJO N~ rnat Ill.~ per Guidelnt ~et~Ce Nll'l\brf, Not• OcQI:;ot~~Gy a 
l>tucfy roqlllttd to malnlain a ~l1o~s1~on b nat 'IAIOdilt.d Wl!h 1 GulcJclne Referent1t Nl.lnbef 1nd ~ S'.utfy N1me. In a.dt ~ enter th- MAIO tunt.rts) b lhe study{fi:S). 

SubmltW; Ullng lhe ~ fecenl Data SuJ:Imitfaft U5t. ldently the ~ O;ita 8tlmttar Vi"tlltlel( amm! ;;dcMIII fbi' each &ttlltf al:td Thv EPA 'I.Jl!tCined company number or other abbrevletltm may 
bt Ullld CIWiv explain my ..... ~ (altetnllte ~. dal.t ~not on Ole 0811 Sutml.teJS Ust, etG.) 1111ootnvtes to thb table. 

~ E~ one oif)e fotMlQ ~Jot I!(Wlh ~ ~ n 1ppropdatlt: 

0\1\;"N: 

EXC: 

PER: 

OLD: 

Pl: 

PAY: 

GAP: 

FOR: 

N;l'le: 

I am the ~·nal Data Submitter for Uris study. 

1 t.on. obtained wrttten permieslon of the Orlg!nal Data S\lbmiltar to cit& th!s exc:Usive-uce stUdf lliUJipcrt of this appOcatiOn. 

1 havtt obtained the permlaion of the Offglrlal Data SUbmlttflf lo ua.t I~ atooy In IIUPP(Jf1 of lhl8 appliCation. 

Tho audy was Albmltted more than 16 ye~JS aqo and 111 pef1oda of c:ompe.ns::uM haYe expired. 

The studY • In thO pUblic llterature. 

1 ha'fe n:otllDd .In WrlllflU the 011101 O;s.tzt ~ or,lf N ~n ~ ~ USid, d ~n!Q e::ted 'n \""1 nme (~ oata ~tm.·~ List f:>r tl'ds ~A.nl ~me offllfed 
(I) to PIIY compenAtiXlll ~rdallC$ vnlh FlFRA Mdlcnl3(c:)( t Xf)a}Kflbr 3(c)(2!(B}. and (b) lo ~ nev~ .atloM lo dtbtminllhe amot.n and t..'t'IH or oompen..-~. if any, 
10 be pr::d tor ~ u:::e Of~ uua-1'f;es). 

Tl'lla~ n.quu~t•• g.sp ilS d!llned In 40 CFR ~ns15Z.a3fa) end 152.93. 

'1-=rt talelr(; 1M~ u•.pt . 
UIIU k:·~ lhe pllt~ EP~ ~ '-Kl...........,. 

th;i>fll310hoo!!t b:o. ~ "NA". t-:awever c tlli$ ~;rot btl> be rcg~:::med/1oreg~d ror ad:Sitional 
~..,... ~~ ~"' mvc bt\ .bn'..:•-.o ot d..~ h' ..... ~ UJFpo:t u-.o--..e ~>&es. 

If a~itior.al expianat!on is n~d. en.er s footnatt number ir. lh>s oo!u:nn and at!:t'h ihc.' corre"...porntlng eJ~P::lrn>.tfon. 
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Form Approved OMB No. 2070-0060 ..... , 

~ .. , UNITED STATES ENVIRONMENTAL PROTECTION AGENCY · 
~ 401 M Street, S.W. 

WASHINGTON, D.C. 20460 

Paperwor1c Reduction Act Notice: The public reporting burden for this colledion of Information is estimated to average 0.25 hours per response for registration actlvi1les and 0.25 t)ouJS per response for 
reregistralion and spedal review activities, including tim~ ror reading the instructioos and completing the necessary forms. Send CQmments reganfmg the biJfden estimate or any olher aspect or this collection of 
information,lndudlng sugges~ons for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M street, S.W., washington, DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Oate August 21, 2002 EPA Reg No.IFile Symbol 72977- Page4 of 4 

Applicant's/Reglstranl's Name & Address Innovative Medical Services Product . . .. . -. . ~~ .. .. 
1725 Gillespie Way, El Cajon,California 92020 AXE~f .30 . .' ... ~ . . . . 0 • : • .. 

-. .·. . 
lngredle/11 Silver and Citric Acid 

Guideline Reference Number Guideline study Name MRIONumber Submitter Status Note 

870.1200 Acute Dermal Irritation Rab 50169-04 BTl H20 

870 . 1300 Acute Inhalation Toxicity 451610-01 ETI H20 
870.2400 Primary Eye Irritation Rab. 451610-01 ETI H20 
870.2500 Primary Dermal Irritation 450169-02 ETI H20 
870.2600 Dermal Sensitization G. Pigs 450169-05 ETI H20 

92 .2 AOAC Use Dilution Confirmation Attached ETI H?O )wn 
92.2 AOAC Use Dilution Confirmation Attached ETI H?O 
92.2 Fungicidal Activity Attached ETI H?O 
92 .2 Residual Activity Attached ETI H?O 
92.2 Virucidal Efficacy Attached ETI H?O 
92.2 Virucidal Efficacy Attached ETI H~O 
92.2 Virucidal Efficacy Attached ETI H:~O 

92.2 Virucidal Efficacy Attached ETI H'10 
92.2 Virucidal Efficacy Attached ETI H..,O __.. 

""'-! ,... 

~-~/ ~ J)B... Name andTrtle Date 

plivia D. Laird/Consultant/Agent 8/21/02 
I= PA l'"nrm R'i70...:>..'> f~.Q7\ I'"IPd-ronl~ aniii""Paoo.r vA,;ilfni;. availllble Submit onlv Paoer version. Aaencv Internal Use Coov 



r 
........ - Fonn Apfl(Oved OMB No. 2070.0060 
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\~ 
UNITeD STATES ENVlRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 
WASHINGTON, D.C. 20460 

Papwwortc Reducllon _Ad NOC1ca: The putlOc: repor1lr1Q bu"den lor 1M oaledion of ln!Of!'Tllltion II~~ avenaga 0 2'1 twNr& per~ for rtQillralk?n ~and <US houra per tc.."'I)00£8 fof 
reregbfreUDn and spec:DI ~ .oo-.•&)ea, ~ 1rn1 tor rNcflllJ rne ~end CIO~ the niC:aSDJY rom. 54. "''id comrrents regarding tile Nden ..om.te 01 any Ofr1o ·• ~-1 oft,. a oollec:Un or 
mfom~M»n, ~ ~Up Ilona tor ~!he bu'den 10 . Dnclol. OPPE ~Uon Manaoemer. OMI!on Ql 37), U s EI'Ntonmtnlal Protedlon AIJet'D/, «>1 M SIJeet. s. Vv .. ~ DC 20400. Do noc 
..m lhe ronn t:1 ltD adlha 

DATA MATRIX 
-

o.ee fH.1ijwL ~ :u • ., llo (; ;1. EPA ReQ NoJFBa Symbol 77- Pag. 40f f 
" 

-

I 'i. '(•V .. 1 ~o·•• • ,., •l r·" J ·~ ( \ 1 ~ . f"• ' Applcanl s/Regislnmfa Name & Addraa Produd 
_ 7e~ ui llcu · ~"-' uf , Hl ' .J l"! , Li:l liforr I , •• , "" 10 A%N '30 

lf9'8Cienl J11 .: .. - ,, ""V Cltrtt.· • l C 

~ Rafafenoe Numbaf , Guldetn Study Nama MRI'DN~bar Submlttvr st•tu. t~ 

- -·~ .1200 ' 11 Ole~J lr - ... - tr.m lla'b 1 ~ ...... ~ ,r- (J 4 S1U lt~Q_ -
.. I ... l. .JI.',,' .tnt 0.1. -.ti .• - ic·l l')> I, -.1 11 P.ft'I n,•- I 

b~;.; • .l4Ul! ,L .-i I ~l ~J c I r r 1 Ultinn ~ .. ,. ~ j 1 11 ' ., ,, 
I~ 1fi . J. J' I. I C l•-~l'' 1 'lut .:d. !t r l ,,, ~- . i ,_, 2 

I ., rl 

'- '~ · '·~" .. w{'. ,1, l .. "' . ' " t. • '(' i r 4 ~~~· V"-,. 'i l .. 'i, t:_7! ( . 
·' 92 .• 1 

' 
.n\.r,o.\. U~t Pi • .. C.Hifl i."ou: it .. t~ I /,t t~C 11 C"' "':' ! fhC rlvn 

' s~ •. ~ 
,. 

:ll\\... Uou L.1 .... tlO•l c-o. ;:.irl".aU t l cJ·-~·. f' • 
~ .. I' 'J L ' . 

-:1&. . ... . 1 (,: " · 4J l .., t. !JL .. • ta1· ,. ...... ! •~.,c 

'.1.- . "' ~~oil I o(: '-Ill, j ~ •• 4': '-· P.-.J ! ., ... ~ 

~.t . ~ VJt~otcidol c'!. o j ( .. ( .) Att.adJ~I rT.t. tJ.,:J 

s~ .z V~ C'(lc .$o~~ r: ! l<;~cy · .. .. '. ~U~tti~ ...... ~ 
t' • a,~ 

·•1 ructtl"'l ,.f! h .. uC) ·- .·' 
,, t t;~\! , ... ' !"'m I 

~ 
•" . j 

.. - . ' 
l1· ... ~ i c;; .a .l c n .. · o~~('t. tile!;(. ' r•: r ,, . ., "•" 

-9,4 .. i. 'l) ( .J o'll L t f i. .. ae~ to("."()'' r-r'l q.,o 
~ 

~ ,_ 

m - ~ 

~ n I . / Neme and TIUe Date ~ . 
~~/ ~ ~ ,. 

' hd , r .... l r.A/'" -. ' . ! I,.., 

EPA Fonn l!57C-35 (1J.Q7) Eledronle end Paper versions avall3!):0. SUbiM onlY Paper ver&lon. Aaoncy Internal u .. CoDY 
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Form Approved OMB No 2070-0060 

l~ UNITED STATES ENVJRONMENT AL PROTECTION AGENCY 
401 M Street. S.W. 

' WASHINGTON, D.C. 20460 

Papet'WOrie Reductloo Act Notice: Thl pUbic f1!POI1w-G bun'JP.fl ror lhla c:ollfi,:;IJQO 01 WOil'TJitlan is tl8tlrnallld to llVWl191t 0.2!" hOU• '5 pel rnponse lot~ ect~ and 0.25 houro per response ror 
~ and &pedal A!\ feW aclo'lltles, klc.JudtlQ «me fM reeding, the lnsfrucbons and complehng the necesscuy forms. Send commants tegarcf.'Tig ths burd!!n estim;ne or anv ether aspect of this cor!s::llon of 
lnfornv.rtlon, inCluding augonflona lot redUcinQ thoi burden lo: Otreotor. OPPE tnfomlalJOn Managemtlnl 01\o!Slon (213~. U S. ErYirronmefllal PrctecU:ln Agency, .01 M Street. S W. Wast!JngtOn, DC 20460. Do not 
send U'lc torm lo this addJass. 

DATA MATRIX 

Date M.\~DUt.J • c ..:.Jlll EPA R~ Nolflle S)lmbol '~ 2~'77- PeQt ~ of f 

~t's/Reglslr.:'"\t'a Narm. & Add~ 
. 

ntl~• t'(" , al s•r,ieed Producl . 
. ' • l!l'DP''· ~·,..·y , Bl CnjoP ,Chtlfornl .o '''20 '2'0 AXE.N 30 

IIWfldlent Uvt Ci.tr i£'1 AcJ.4 

~ Re:feJence Nwnber Gt.lldellne Study N~ MRIO Number SUbmit!« Status Note 

~~(1 . - - ~l'aOl lcc:J.tat.i.on tl.Ab ,AI-?~4 --- ~0 
llJCJ. llOO Ac ln!:•.lat Lon Tozh~l 1ty _Jl610-Ql t?I u,t> : 
U1U. l4Uti Pt I ere 1 r r 1 tat 1 on Rti: 4 'SlGlCI-01 ~""! f!2H 

ti7 'J . l .i.J\. i.aC} oerr-l'll tzrllot1"n ~016'1- ' ~2c 

l.7u . ~6Uu ~l SoU~lLI~dtio~ G. Ph;c ~Ol6q- 1 'l" 
. 2 .tAt. usc D1lut!on Conti t~otlo~ Att.ac:hc r.":'I n,o "'" . ' It\.. Uno uiJ.utl~ Confir..-.nti ~ t.a~h ,. ...... .,o 

...... . ' ~H.i 1 Ch.t:S J .\ct. h •l ty ltli,Chj ? 

?0 
\#i . " r•l.;.~.-.1 Act..lvJ ty t ·tccbc n ti~{.l 

9-:. • .t v .11 Y"C id.o 1 C.f!i~C)' tt41c:t\~ t!'ri u,n 
92 . 2 l rue lei a 1 tlf fic::acJ ~t.-G!le4 11?1 u,.o 

- . __ ..._ -t - - -
!U . 2 uetc:cl .C!f l~,·y tuo n,o I 

-

9l • .l I .h .. l~ t l S ~ ! t 1 ~·c:y ~tile r ~~,o· . ' 
L 

. ~ •Lruc11t~1 'tfUeacy ttllc:tlo·~ ~ •'lH('l ' !··' ~ ~ 1>', ~.-
en 

ri!}MIUra /) /t , 
Name and Tille . Date , .. / , 

, C/ ,N ~ 
-- " I 

C• I w I. ' .) ·• L•l r«"/Concut t . ant/ -'I. n I I ~ - ~ - ~: ; 

EPA Fcrm857~ (9-97} Elecii'On\c and Paper~avilllable. SObmlt only Paper vwslon. Orlillnator Copy 

..... . ~ , • .;,;,;. l..L=..;._ ...- :r.....:.._- • .__ 
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(X) 
tv 

•• INSTRUCllOHS FOR DATA MA~. 
INSTRIICliONS: lden!:'t nil dab subml!tcd or d.ed and ei~ from Whom~~ has been ~d or to whom otrem ~ fr.lY !lave been lllnt by entemg ~~lien il the attached 
ITI:llrtlc (pnotooopy andau.:hedd:tonaiP'QU•nec.etSarV~ ~alltO~omii:UOnofeaen"iJillnlbrmlllon~delsy~orh!rt;.~·~n. OneachpaS')enterthe date, 
Applc:ant'~s rwno, EPA RtG~IIOn Number or appllca!lon ,.. oymbol of e. prOduct,. tngr.ci:'en~ page number, and total numflElf of pages. 

The O~tiJI COmpen&llllon Form IO\IIltd ·C«\oolcaUon wilt! ~to ClatlQfl of Data• and U. om MRfx Will be potllaly avallal*, ~o.pt fDf ~ ~M Rtl'aranca NIJT!bet, ~ Study Name, and 
MRIO N!MltbH tolutnns altef the ~D\lilnltfol'l of thl. ):)n)duct hil• bten gnt11ted ot wa 1M 1ofrn • ~ed In 1•cpori'ee to a l>abi..C.I4n Nobce Howrt'et b-lnfofmltfon h the GuidP!lne 
Rale1&nca Nu'nbef, Glildlline !Rudy Name, arld MRIP Nr.mber ~-lmlll.blo llv'cNgh the FfeeQOm of nl'onnllhon Atllln ~with lhe fPA Rer.''""talion Numbef. 

I 

!namfjent; Identify the at:iwe mor-<ttenttSJ 11 tM produet for whidl dtl.l art a1ed The acll¥e ~~> 81& to be ldDntillwd by al'lar!ng lbe ~~name arn:l the CAS rerJsuy nutl'lller. Begin a new 
peoe for eacb aepe.l1lll! adift q,edJBnt l>t wh!dl data are dted If~ dla!J tom a lllfl!te:tl ~ oc.~t,. 1.-& compound are Ctll!d, elkr lllllld<~<w\Y of that chan1lcaUrepresentalwe l8sl 
~~tile EPA ReQbllatlon Ntrlban'Rie S)'ml!ol i1 app10j)Qto. . 

If the c:C.HD meiJ'Qf • used lbr IJ data~ thl$1)'tl'· -~ ~. erqr "CCTE-AU.." ~the Oukidne Rtllfence l'llmfa CIO/u.'nn and .._.,.the ~ Stud~ Nama co!Umn b!an!t If 
the ~ lnllfhod Ia u.d lor 1 parlcU.It GQideh Rat!YM;ll Nurnba-~"CITE ...AU •fri the t.4RID ~~~~~on .!hl Ina fofihal ~ ~- Numb.r II ¢.~"...r ra~ e-le• all lklbm'.tters 
to wbom olfeTli to pey hive been sent on~~ (HOlt: II t11e lllledllle. ""'~of IUDP'ft 18 1-.d and~ e..dhorimllon I)IJ(\IH or~fls ptov!Qod, lhl:o ~I Gu...~ Re~ranc:e 
Numbet, GUdetrne Sludy N3ml, and MRID N ...... r colUmns mUll still be ~led.J Q!heQ. ~- . 

Gnfd!Dnt Retmnce ~:em. Humbert Enter 011 eeperate In numtHical ltw G\lidehR~ ~Wrll CJ CFR Pll1158ionl .lf!Jdiallted 10 1Upp0rt lhereg:stratmnfr~~Jon fMthla 

GuJd!Urnt SWdv .Nlli!IJ:; For elld1 G\.detlne Re'-n~nce Numbef ~ ~ ltw ~ G'..l!delm Study Name. 

'.fliP NllfT!b!c; fat tr.nit ~!Waf ~udy cioQd In wcppoll o! 8 Ouldlllne Ra~ Numblw" llftCI ~ StJ.Idr _Hamf, enter tile-Muter f:lec:aftl .ldl!nth:eUon 1M RIO) Number ~ irl til" P~cldi! 
Do:;um~t Manllge~ S)'!Wn (PDMS) Enl111 ody oiW MRID ~ on Mel\ lne t~ !hal mo111 ll1l1n ~ MRID l'fu~ fTlol~ be r!MI'*ed per ~!:·'It ~f4<~ N~MT~ber kilt@· Occa\ ~'y a 
&tUdy required to malnt21!n 1t teettratlt.ullrei'Og.atfabl I$" riOt 111180dated Y111! t ~ P.l!tllnnce N~ a oct~ StUdy N<.~me. In SLdl ~. tnbif U1ll MRID Numblr(sJ ~rtne study(I03). 

Sybmllttr; Lkillllhe I'IIIMt ~nt Olta SUbmfll.fll'a Lbl. ~·"' uw OtVnaJ DaD! Sutlmllf .... ¥-1th their~ ~ ro• ~cti GtudV el'.ad. -n. EPA u:.gned CQfr!pany number or o1her ebbrevbllon may 
ba CMd. Clearly ecpta.Wlfll'f Yltlltlons (altemat~ addte91aS, data ownars not on the Datil Subm!tteT& L.l5l, etc.) 1n foocnotes to 0\b tab:e .. 

§!~ Enter on. ol the IDloYMQ oodat tDf Mdl t1Udy dled. as approprlB: 

OWN: 

EXC: 

PER: 

OLD: 

Pl.: 

PAY: 

GAP: 

FOR: 

Hsztf.!; 

I am the Original Data &lbmitter for1hls study. 

I tw,.. ot:Uhd Wl'llten pennission of the OPgnal Data ~to cfia this~ t:udy i'l aupport oflh~ a~p!icntion. 

I he~ Gtltaloed !he permission of lhc 0~1 Oa:a SUbr 10 ~'-=~ thiS •oor In .appon of lhlle~.,X~Cat!on. 

The ltUdy wu .ut>mr.ed ITlOI8 than 15 years ego and ell perlocb or compensation tuve expired. 

Tho ~~ tllo ,._ f>ublkl u'tereture. 

I hlv. I"Ufied in Wl1tltlg the~ Data Sl.lbmllteror, l(ltle Cl!a-eiiMthod_b~ •. t:: compa,._Wed.lrtlhe fQDjl ~ t"'h ~-~"1 "'i for 1t1 1 ~!ltt Uld !Trlt' oft!!red 
(1) to pay camperauon f1 ~nee W'l'i FlFRA ~ 3<oM1 )I. f) end.lot ~~), and (bJ kl Q11iiillnce ~!!dons to ~ ,ltle amount end temw. of oomPena.r.on. if any, 
J.l) be p.rtd lvJ th;; tr.Je ol (lie ~y{bs}. 

n ••*"-A In«> CFR '~'" ·:om 1S2.83{o) end 152.98. 

~f• ~ br W.lngrc-" A~ I· OJ> r -"• - Ctf " 'l "":;:: ..,.,.. - ·~X'. fio;-.;ever. If lhl:q:rnu~ ..., be r~ 
,_.....,........., ,....;.......... EPI> ·~ l~nt Is not ~!tad, - -~"'J dlta n'"'31 tie wbmt.t~ or d!9'd h'"re to ..u':llllrt tho:;:e u:::m 

~ad lorad$tbml 

If add!tiOnJ! exp~onatron iSl needed. enlef • f Cl' . "'"" "0'1 -- ' ""' '~"• : o .. t. "' C! _,._.,. .... 1irm. 



 
Page        is not included in this copy. 
 
Pages   183       through  185       are not included in this 
copy. 
_______________________________________________________________ 
 
The material not included contains the following type of 
information: 
 
_____ Identity of product inert ingredients. 
 
_____ Identity of product impurities. 
 
_____ Description of the product manufacturing process. 
 
_____ Description of quality control procedures. 
 
_____ Identity of the source of product ingredients. 
 
_____ Sales or other commercial/financial information. 
 
_____ A draft product label. 
 
__X___ The product confidential statement of formula. 
 
_____ Information about a pending registration action. 
 
_____ FIFRA registration data. 
 
_____ The document is a duplicate of page(s) _______. 
 
_____ The document is not responsive to the request. 
 
_____ Proprietary information pertaining to the chemical  
      composition of an inert ingredient provided by the source  
      of the ingredient. 
 
_____ Attorney-Client Privilege.  
 
_____ Claimed Confidential by submitter upon submission to the   
      Agency. 
 
_____ Internal Deliberative Information. 
                                                                 
  
* The information not included is generally considered confidential by product 
registrants.  If you have any questions, please contact the individual who 
prepared the response to your request. 
_________________________________________________________________ 




